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otherwise noted.

Subpart A—General

§ 280.1 Purpose/description of rule.
The Fastener Quality Act (the Act)

(Pub.L. 101–592, as amended by Pub. L.
104–113) is intended to protect the pub-
lic safety, to deter the introduction of
nonconforming fasteners into com-
merce, to improve the ability to trace
fasteners covered by the Act, and gen-
erate greater assurance that fasteners
meet stated specifications. The Act:

(a) Requires that certain fasteners
which are sold in commerce conform to
the specifications to which they are
represented to be manufactured,

(b) Provides for accreditation of lab-
oratories engaged in fastener testing;
and

(c) Requires inspection, testing and
certification, in accordance with stand-
ardized methods, of fasteners covered
by the Act.

§ 280.2 Definitions.
Unless the context requires otherwise

or unless specifically stated the terms
in this part have the meanings pre-

scribed in the statute. In addition the
following definitions apply.

Accreditation means laboratory ac-
creditation.

Accreditation body refers to the Na-
tional Voluntary Laboratory Accredi-
tation Program and those private enti-
ties currently approved by NIST under
subpart D of this part and those foreign
governments or organizations cur-
rently recognized by NIST under sub-
part E of this part.

Accreditation criteria means a set of
requirements used by an accreditation
body which a laboratory must meet to
be accredited.

The Act means the Fastener Quality
Act (Pub.L. 101–592, as amended by
Pub.L. 104–113).

Alter means to alter by through hard-
ening; by electroplating of fasteners; or
by machining.

Alteror means a person who owns a
fastener and causes it to be altered.

Approved signatory is an individual
employed by a laboratory accredited
under the Act and these regulations
who is recognized by an accreditation
body as competent to sign accredited
laboratory test reports.

Bureau of Export Administration or
(BXA) means the Bureau of Export Ad-
ministration of the United States De-
partment of Commerce, including the
Office of Export Enforcement.

Certificate of accreditation is a docu-
ment issued by an accreditation body
to a laboratory that has met the cri-
teria and conditions of accreditation.
The certificate, together with the as-
signed code number, and scope of ac-
creditation issued by the accreditation
body may be used as proof of accredited
status.

Commingling means the mixing of fas-
teners from different lots in the same
container.

Commissioner means the Commis-
sioner of Patents and Trademarks.

Consensus standards organization
means the American Society for Test-
ing and Materials (ASTM), American
National Standards Institute (ANSI),
American Society of Mechanical Engi-
neers (ASME), Society of Automotive
Engineers (SAE), or any other consen-
sus standards setting organization (do-
mestic or foreign) determined by the
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Secretary to have comparable knowl-
edge, expertise, and concern for the
health and safety in the field for which
such organization purports to set
standards.

Container means any package of fas-
teners traded in commerce.

Date of manufacture means that date
upon which the initial conversion of
material into a fastener takes place.

Director means the Director of the
National Institute of Standards and
Technology (NIST).

Fastener means any screw, nut, bolt
or stud, washer or other item included
within the definition for fastener con-
tained in section 3(5) of the Fastener
Quality Act. The term ‘‘fastener’’ does
not include a screw, nut, bolt, or stud:

(1) That is produced and marked as
ASTM A307 Grade A;

(2) That is produced in accordance
with ASTM F432; or

(3) That is held out as being produced
to other than the provisions of stand-
ards and specifications published by a
consensus standards organization, or a
government agency.

A screw, nut, bolt, stud or washer
held out as being produced according to
requirements of a document other than
a document published by a consensus
standards organization is a fastener
within the meaning of the Act and this
part if that document incorporates or
references (directly or indirectly)
standards and specifications published
by a consensus standards organization
or government agency for purposes of
delineating performance or materials
characteristics of the fastener.

Fastener insignia register means the
register established at the U.S. Patent
and Trademark Office for the recordal
of fastener insignia to identify the
manufacturer or private label distribu-
tor.

Fastener set means a collection of
small quantities of products, including
fasteners, of varying sizes, collected to-
gether and sold as a package.

Grade or property class identification
marking means any symbol appearing
on a fastener purporting to indicate
that the fastener’s base material,
strength properties, or performance ca-
pabilities conform to a specific stand-
ard of a consensus standards organiza-
tion or government agency. A raw ma-

terial mark is not considered as a
grade identification mark for purposes
of these regulations unless this mark is
required by the fastener standards and
specifications to identify specific con-
formance.

Importer means a person located with-
in the United States who contracts for
the initial purchase of fasteners manu-
factured outside the United States for
resale or such person’s use within the
United States.

Laboratory accreditation is the formal
recognition that a testing laboratory is
competent to carry out specific test(s)
or specific type(s) of tests.

Laboratory accreditation body means a
legal or administrative entity that ac-
credits laboratories.

Laboratory assessment means the on-
site examination of a testing labora-
tory to evaluate its compliance with
specified criteria.

Laboratory test report means a report
prepared by an accredited laboratory in
accord with § 280.6.

Lot means a quantity of fasteners of
one part number fabricated by the
same production process from the same
coil or heat number of metal as pro-
vided by the metal manufacturer and
submitted for inspection and testing at
one time.

Lot number means a number assigned
by a manufacturer to the lot.

Lot-specific identification information
means information applicable to a fas-
tener consisting of, at a minimum:

(1) The part number (or a part de-
scription if there is no applicable part
number),

(2) The identity of the manufacturer,
and

(3) The lot number.
Lot traceability means the recording

and maintenance of lot-specific identi-
fication information sufficient to trace
fasteners from a single lot throughout:

(1) The manufacturer’s fabrication or
alteration process,

(2) All inspection and testing oper-
ations, and

(3) The subsequent chain of distribu-
tion in commerce.

Manufacturer means a person who
fabricates fasteners, who significantly
alters fasteners, or who alters any item
so that it becomes a fastener.
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NIST means the National Institute of
Standards and Technology, U.S. De-
partment of Commerce.

NVLAP means the National Vol-
untary Laboratory Accreditation Pro-
gram operated by the National Insti-
tute of Standards and Technology.

Original laboratory testing report
means a laboratory testing report
which is originally signed by an ap-
proved signatory or is a copy thereof,
certified by the laboratory that con-
ducted the test.

Person means any individual, part-
nership, limited partnership or cor-
porate entity and/or a representative,
agent or designee.

Private label distributor means a per-
son who contracts with a manufacturer
for the fabrication of fasteners bearing
the distributor’s distinguishing insig-
nia.

Product includes any type or category
of manufactured goods, constructions,
installations, or natural or processed
materials.

Proficiency testing means the deter-
mination of laboratory testing per-
formance by means of comparing and
evaluating tests on the same or similar
items or materials in accordance with
predetermined conditions.

Scope of accreditation is a document
issued by an accreditation body to an
accredited laboratory which lists the
test methods, standards or specifica-
tions for which the laboratory is ac-
credited.

Secretary means the Secretary of
Commerce.

Significantly alter means to alter in a
manner which could weaken or other-
wise materially affect the performance
or capabilities of the fastener as it was
originally manufactured, grade or
property class marked, tested, or rep-
resented. The term does not include
the application of adhesives or
sealants, locking elements, provisions
for lock wires, coatings and platings of
parts having a specified Rockwell C
hardness of less than 32, or cutting off
of fasteners. The cutting of finished
threaded rods, bars or studs to produce
individual smaller length threaded
studs for resale is not a significant al-
teration. However, cut threaded studs,
rods, and bars offered for sale shall be
individually marked with the grade or

property class identification marking
appearing on or accompanying the
original threaded studs, rods, and bars
from which the fasteners were cut.

Standards and specifications means the
provisions of a document published by
a consensus standards organization, or
a government agency.

Tamper-resistant system means the use
of special paper or embossing stamps or
other controls which discourage, pre-
vent or minimize alteration of test re-
ports subsequent to manufacturing, in-
spection and testing.

Testing laboratory is a laboratory
which measures, examines, tests, cali-
brates or otherwise determines the
characteristics or performance of prod-
ucts.

Through-harden means heating above
the transformation temperature fol-
lowed by quenching and tempering for
the purpose of achieving a uniform
hardness.

Traceability of measurements means a
documented chain of comparisons con-
necting the accuracy of a measuring
instrument to other measuring instru-
ments of higher accuracy and, ulti-
mately, to a primary standard.

§ 280.3 Relationship to State laws.
Nothing in the Act or these regula-

tions shall be construed to preempt
any rights or causes of action that any
buyer may have with respect to any
seller of fasteners under the law of any
State, except to the extent that the
provisions of the Act or these regula-
tions are in conflict with such State
law.

§ 280.4 Commingling of fasteners.
(a) No manufacturer, importer, or

private label distributor may commin-
gle fasteners of the same type, grade,
and dimension from different lots in
the same container; except that such
manufacturer, importer, or private
label distributor may commingle fas-
teners of the same type, grade, and di-
mension from not more than two test-
ed and certified lots in the same con-
tainer during repackaging and plating
operations: Provided, that any con-
tainer which contains the fasteners
from two lots shall be conspicuously
marked with the lot identification
numbers of both lots.
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(b) Fastener distributors, and persons
who purchase fasteners for sale at
wholesale or retail, may commingle
fasteners of the same type, grade, and
dimension from different lots in the
same container.

§ 280.5 Certification of fasteners.
(a) No fastener shall be offered for

sale or sold in commerce unless it is
part of a lot which has been inspected,
tested, and certified in accordance with
Section 5 of the Act and this part, and
found to conform to the standards and
specifications to which the manufac-
turer represents it has been manufac-
tured.

(b)(1) The requirements of paragraph
(a) of this section shall not apply to
fasteners which are part of a lot of 50
fasteners or less if within 10 working
days after delivery of such fasteners, or
as soon as practicable thereafter—

(i) Inspection, testing, and certifi-
cation as provided in subsections 5 (b),
(c), and (d) of the Act and this part is
carried out; and

(ii) Written notice detailing the re-
sults of such inspection, testing, and
certification is sent:

(A) To all purchasers of such fasten-
ers, except retail sellers and retail con-
sumers, and

(B) To any retail seller or retail con-
sumer who, prior to delivery, requests
such written notice.

(2) If a fastener is sold under para-
graph (b) of this section, each pur-
chaser of such fastener, except for re-
tail sellers and retail consumers unless
such retail sellers and retail consumers
request such notice in advance, shall be
provided, contemporaneously with each
sale and delivery, written notice stat-
ing that such fastener has not yet been
inspected, tested, and certified as re-
quired by the Act and this part.

(c) Each manufacturer, importer, pri-
vate label distributor, or alteror who
significantly alters any fastener shall
keep on file and make available for in-
spection in accordance with the record-
keeping requirements of § 280.7 an origi-
nal laboratory testing report described
in section 5(c) of the Act and § 280.6 of
this part and a manufacturer’s certifi-
cate of conformance for each lot of fas-
teners subject to the Act and this part
which that manufacturer, importer,

private label distributor, or alteror
who significantly alters any fastener
offers for sale or sells in commerce.
Such certificate shall, as a minimum,
include: Fastener description informa-
tion contained in § 280.6(a)(4) of this
part; the date of issue and serial num-
ber of the laboratory testing report;
and a statement certifying that the
fasteners have been manufactured ac-
cording to the requirements of the ap-
plicable standards and specifications
and found to conform with its require-
ments. The requirements of this para-
graph shall not apply to an alteror who
significantly alters fasteners and who
delivers to the purchaser the written
statement provided for by § 280.11(a)(3)
of this part.

§ 280.6 Laboratory test reports.

(a) When performing tests for which
they are accredited under this part,
each laboratory accredited under sub-
parts C, D, or E of this part and cur-
rently listed in the Accredited Labora-
tory List shall issue test reports of its
work which accurately, clearly, and
unambiguously present the test condi-
tions, test set-up, test results, and all
information required by this section.
All reports must be in English or be
translated into English, must be signed
by an approved signatory, must be pro-
tected by a tamper resistant system,
and contain the following information:

(1) Name and address of the labora-
tory;

(2) Unique identification of the test
report including date of issue and se-
rial number, or other appropriate
means;

(3) Name and address of client;
(4) Fastener Description, including:
(i) Manufacturer (name and address);
(ii) Product family (screw, nut, bolt,

washer, or stud), drive and/or head con-
figurations as applicable;

(iii) Date of manufacture;
(iv) Head markings (describe or draw

manufacturer’s recorded insignia and
grade identification or property class
symbols);

(v) Nominal dimensions (diameter;
length of bolt, screw or stud; thickness
of load bearing washer); thread form
and class of fit;
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(vi) Product standards and specifica-
tions related to the laboratory in writ-
ing by the manufacturer, importer or
distributor;

(vii) Lot number;
(viii) Specification and grade of ma-

terial;
(ix) Coating material and standard

and specification as applicable;
(5) Sampling information:
(i) Standards and specifications or

reference for sampling scheme;
(ii) Production lot size and the num-

ber sampled and tested;
(iii) Name and affiliation of person

performing the lot sampling;
(6) Test results:
(i) Actual tests required by the

standard and specification;
(ii) Test results for each sample;
(iii) All deviations from the test

method;
(iv) All other items required on test

reports according to the test method;
(v) Where the report contains results

of tests performed by sub-contractors,
these results shall be clearly identified
along with the name of the laboratory
and accreditation information listed in
paragraph (a)(10) of this section.

(vi) A statement that the samples
tested either conform or do not conform
to the fastener standards and specifica-
tions or standards and identification of
any nonconformance, except as pro-
vided for in §§ 280.13 and 280.14;

(7) A statement that the report must
not be reproduced except in full;

(8) A statement to the effect that the
test report relates only to the item(s)
tested;

(9) Name, title and signature of ap-
proved signatory accepting technical
responsibility for the tests and test re-
port;

(10) The name of the body which ac-
credited the laboratory for the specific
tests performed which are the subject
of the report, and code number as-
signed to the laboratory by the accred-
itation body, and the expiration of ac-
creditation.

(b) For alternative chemical tests
carried out under § 280.15 of this part,
each laboratory accredited under sub-
parts C, D, or E of this part and cur-
rently listed in the Accredited Labora-
tory List shall provide to the fastener
manufacturer, either directly or

through the metal manufacturer, a
written inspection and testing report
containing all required information.
All reports must be in English or be
translated into English, must be signed
by an approved signatory, must be pro-
tected by a tamper resistant system,
and contain the following information:

(1) Name and address of the labora-
tory;

(2) Unique identification of the test
report including date of issue and se-
rial number or other appropriate
means.

(3) Name and address of client;
(4) Coil or heat number of metal

being tested;
(5) Test results:
(i) Actual tests required by the

standards and specifications;
(ii) Test results for each sample;
(iii) All deviations from the test

method;
(iv) All other items required on test

reports according to the test method;
(v) Where the report contains results

of tests performed by sub-contractors,
these results shall be clearly identified
along with the name of the laboratory
and accreditation information listed in
paragraph (b)(9) of this section.

(vi) A statement that the samples
tested either conform or do not conform
to the metal standards and specifica-
tions and identification of any non-
conformance;

(6) A statement that the report must
not be reproduced except in full;

(7) A statement to the effect that the
test report relates only to the item(s)
tested;

(8) Name, title and signature of ap-
proved signatory accepting technical
responsibility for the tests and test re-
port;

(9) The name of the body which ac-
credited the laboratory for the specific
tests performed which are the subject
of the report, and code number as-
signed to the laboratory by the accred-
itation body, and the expiration of ac-
creditation.

(c) The laboratory shall issue correc-
tions or additions to a test report only
by a further document suitably
marked, e.g. ‘‘Supplement to test re-
port serial number * * *’’ This docu-
ment must specify which test result is
in question, the content of the result,
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the explanation of the result, and the
reason for acceptance of the result.

§ 280.7 Recordkeeping requirements.

(a) Each laboratory accredited under
subparts C, D, or E of this part shall re-
tain for 5 years after the performance
of a test all records pertaining to that
test concerning the inspection and
testing, and certification, of fasteners
under the Act and these regulations.
The final test report or the test records
maintained by the laboratory shall
contain sufficient information to per-
mit the test to be repeated at a later
time if a retest is necessary. The lab-
oratory shall maintain the test report
and a record of all original observa-
tions, calculations, and derived data.
The records shall include the identity
of personnel involved in sample prepa-
ration and testing. Procedures for stor-
age and retrieval of records must be
documented and maintained in the lab-
oratory’s quality manual.

(b) Manufacturers, importers, private
label distributors, and persons who sig-
nificantly alter fasteners shall retain
for 5 years after the performance of a
test all records pertaining to that test
concerning the inspection and testing,
and certification, of fasteners under
the Act and these regulations.

(c) Original records required. Persons
required to keep records under this
part must maintain the original
records in the form in which that per-
son receives or creates them unless
that person meets all of the conditions
of paragraph (d) of this section relating
to reproduction of records. Original
laboratory test reports described in
§§ 280.5, 280.6, 280.13 and 280.15(b) of this
part must be kept.

(d) Reproduction of original records.
A person required to keep records
under this part may maintain repro-
ductions of documents other than lab-
oratory test reports instead of the
original records using any photo-
graphic, photostatic, miniature photo-
graphic, micrographic, automated ar-
chival storage, or other process that
completely, accurately, legibly and du-
rably reproduces the original records
(whether on paper, microfilm, or
through electronic digital storage
techniques). The process must meet all

of the requirements of paragraphs (d)(1)
through (d)(9) of this section.

(1) The system must be capable of re-
producing all records on paper.

(2) The system must record and be
able to reproduce all marks, informa-
tion, and other characteristics of the
original record, including both obverse
and reverse sides of paper documents in
legible form.

(3) When displayed on a viewer, mon-
itor, or reproduced on paper, the
records must exhibit a high degree of
legibility and readability. (For pur-
poses of this section, legible and leg-
ibility mean the quality of a letter or
numeral that enable the observer to
identify it positively and quickly to
the exclusion of all other letters or nu-
merals. Readable and readability mean
the quality of a group of letters or nu-
merals being recognized as complete
words or numbers.)

(4) The system must preserve the ini-
tial image (including both obverse and
reverse sides of paper documents) and
record all changes, who made them and
when they were made. This informa-
tion must be stored in such a manner
that none of it may be altered once it
is initially recorded.

(5) The regulated person must estab-
lish written procedures to identify the
individuals who are responsible for the
operation, use and maintenance of the
system.

(6) The regulated person must estab-
lish written procedures for inspection
and quality assurance of records in the
system and document the implementa-
tion of those procedures.

(7) The system must be complete and
contain all records required to be kept
by this part or the regulated person
must provide a method for correlating,
identifying and locating records relat-
ing to the same transaction(s) that are
kept in other record keeping systems.

(8) The regulated person must keep a
record of where, when, by whom, and
on what equipment the records and
other information were entered into
the system.

(9) Upon request by the Bureau of Ex-
port Administration or NIST, the regu-
lated person must furnish, at the exam-
ination site, the records, the equip-
ment and, if necessary, knowledgeable

VerDate 27<FEB>98 00:39 Mar 07, 1998 Jkt 179049 PO 00000 Frm 00357 Fmt 8010 Sfmt 8010 Y:\SGML\179049.TXT 179049-3



362

15 CFR Ch. II (1–1–98 Edition) § 280.8

personnel for locating, reading, and re-
producing any record in the system.

(e) Destruction or disposal of records.
If the Bureau of Export Administra-
tion, NIST or any other government
agency makes a formal or informal re-
quest for any record or records, such
record or records may not be destroyed
or disposed of without the written au-
thorization of the agency concerned.
This prohibition applies even if such
records have been retained for a period
of time exceeding that required by
paragraphs (a) or (b) of this section.

(f) All persons required to keep
records by this part must furnish those
records when requested to do so by an
employee of the Bureau of Export Ad-
ministration or NIST.

§ 280.8 Ownership of laboratories by
manufacturers.

(a) If the Director finds that, as to a
specific type of fastener, and as to a
specific type of inspection or testing, a
ban on manufacturer ownership or af-
filiation with a laboratory performing
tests under the Act and these regula-
tions would increase the protection of
health and safety of the public or in-
dustrial workers, the Director may im-
pose such a ban.

(b) Before imposing a ban under para-
graph (a) of this section, the Director
shall provide advance notice and the
opportunity for public comment.

§ 280.9 Subcontracting of testing.
(a) Whenever a laboratory accredited

under subparts C, D, or E of this part
issues a test report under the Act and
this part, it is implied that the report
reflects work performed, and results
obtained, by the personnel, equipment,
and procedures of that laboratory.
However, in some cases a laboratory
may require the use of another facility
due to equipment failure, need for spe-
cialized equipment, work overload, or
to perform tests outside the labora-
tory’s own scope of accreditation.

(b) Whenever a laboratory accredited
under subparts C, D, or E of this part
subcontracts to another laboratory for
the performance of any test or portion
of a test it must:

(1) Place the work with another lab-
oratory accredited under either sub-
part C, D, or E of this part;

(2) Inform the client, before the fact,
that subcontracting will be necessary;
and

(3) Clearly identify in its records, and
in the report to the client, specifically
which test method(s) or portions of a
test method(s) were performed by the
accredited laboratory and which were
performed by the subcontractor.

§ 280.10 Sampling.

In the event that the standard or
specification to which a manufacturer
represents the fasteners in a particular
sample to have been manufactured does
not provide for the size, selection or in-
tegrity of the sample to be inspected
and tested, the sample shall be deter-
mined in accordance with ASME/ANSI
B18.18.2M, Inspection and Quality Assur-
ance For High-Volume Machine Assembly
Fasteners; ASME/ANSI B18.18.3M, In-
spection and Quality Assurance for Spe-
cial Purpose Fasteners; or ASME/ANSI
B18.18.4M, Inspection and Quality Assur-
ance for Highly Specialized Engineering
Applications—Fasteners, as appropriate.

§ 280.11 Significant alterations of fas-
teners.

(a) Any alteror who significantly al-
ters a fastener so that it no longer con-
forms to the description in the relevant
test report issued under section 5(c) of
the Act or this part, and who there-
after offers for sale or sells such sig-
nificantly altered fastener, shall:

(1) Assign a new lot number;
(2) Apply his or her registered insig-

nia to the significantly altered fastener
if the standards and specifications to
which the fastener was originally man-
ufactured required the fastener to bear
a raised or depressed insignia identify-
ing its manufacturer or private label
distributor; and

(3) Be treated as a manufacturer for
the purposes of the Act and this part,
and shall cause the fastener to be in-
spected and tested as required by sec-
tion 5 of the Act and by this part un-
less the significantly altered fastener
is delivered to a purchaser accom-
panied by a written statement noting
the original lot number and the new lot
number assigned by the alteror, dis-
closing the subsequent alteration, and
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warning that such alteration may af-
fect the dimensional or physical char-
acteristics of the fastener.

(b) If the significant alteration is
only electroplating of fasteners having
a specified Rockwell C hardness of 32 or
above, the requirements set forth in
paragraphs (a)(2) and (a)(3) of this sec-
tion shall not apply, but the alteror
shall assign a new lot number as set
forth in paragraph (a)(1) of this section
and shall test the electroplated fasten-
ers as required by the plating stand-
ards and specifications.

(c) Any person who knowingly sells a
significantly altered fastener as de-
scribed in paragraph (a) of this section,
and who did not alter such fastener,
shall provide to the purchaser a copy of
the statement required by paragraph
(a)(3) of this section; unless the signifi-
cant alteration is only electroplating
of the fastener, as described in para-
graph (b) of this section.

(d) If the alteration is not a signifi-
cant alteration, the requirements set
forth in paragraph (a) of this section
shall not apply, and the only testing
requirements which apply are those re-
quired by the standards and specifica-
tions to which the alteration is per-
formed. If the alteration involves cut-
ting of threaded studs, rods, or bars
into studs, these cut fasteners must be
marked with the grade or property
class identification marking appearing
on the original threaded studs, rods,
and bars.

§ 280.12 Applicability.
(a) The requirements of the Fastener

Quality Act and this part shall be ap-
plicable only to fasteners manufac-
tured on or after May 27, 1997.

(b) Metal manufactured prior to May
27, 1997 may not be used to manufac-
ture fasteners subject to the Act and
this part, unless the metal has been
tested for chemistry pursuant to
§ 280.15 of this part by a laboratory ac-
credited under the Act and this part
and the chemical characteristics of the
metal conform to those required by the
standards and specifications.

(c) Nothing in the Act and this part
prohibits selling finished fasteners
manufactured prior to May 27, 1997 or
representing that such fasteners meet
standards and specifications of a con-

sensus standards organization or a gov-
ernment agency. Fasteners manufac-
tured prior to May 27, 1997 may not be
represented as being in conformance
with the Act or this part.

§ 280.13 Imports of fasteners.
(a) Except as provided in paragraph

(b) of this section, it shall be unlawful
for any person to sell to an importer,
and for any importer to purchase any
shipment of fasteners or fastener sets
manufactured outside the United
States unless such shipment to an im-
porter is accompanied by a manufac-
turer’s certificate of conformance, an
original laboratory testing report with
respect to each lot from which the fas-
teners are taken, and any other rel-
evant lot identification information.

(b) The requirement that delivery of
fasteners to any importer must be ac-
companied by an original laboratory
testing report shall not apply:

(1) In the case of fasteners imported
into the United States as products
manufactured within a nation which is
party to a congressionally approved
free trade agreement with the United
States that is in effect, provided that
the Director has published in the FED-
ERAL REGISTER a certification that sat-
isfactory arrangements have been
reached by which purchasers within
the United States can readily gain ac-
cess to an original laboratory test re-
port for such fasteners; or,

(2) In the case of fasteners imported
into the United States as Canadian-ori-
gin products under the United States-
Canada Automobile Pact for use as
original equipment in the manufacture
of motor vehicles.

§ 280.14 Option for importers and pri-
vate label distributors.

(a) Notwithstanding the provisions of
§ 280.13 of this part, delivery of a lot, or
portion of a lot, of fasteners may be
made by a manufacturer to an im-
porter or private label distributor
without the required original copy of
the laboratory testing report if—

(1) The manufacturer provides to the
importer or private label distributor a
certificate which, as a minimum, in-
cludes fastener description information
contained in § 280.6(a)(4), and a state-
ment by the manufacturer certifying
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that the fasteners have been manufac-
tured according to the requirements of
the applicable standard or specifica-
tion, but have not been tested by a lab-
oratory accredited in accordance with
section 6 of the Act; and

(2) The importer or private label dis-
tributor assumes responsibility in writ-
ing for the inspection and testing of
such lot or portion by a laboratory ac-
credited in accordance with the proce-
dures set out in this Part.

(b) If the importer or private label
distributor assumes the responsibility
in writing for the inspection and test-
ing of such lot or portion, the provi-
sions of section 5(a), (b) and (c) of the
Act shall apply to the importer or pri-
vate label distributor in the same man-
ner and to the same extent as to a
manufacturer; except that the im-
porter or private label distributor shall
provide to the testing laboratory the
certificate described under paragraph
(a)(1) of this section.

§ 280.15 Alternative procedure for
chemical characteristics.

Notwithstanding any other provision
of this regulation, a manufacturer
shall be deemed to have demonstrated
that the chemical characteristics of a
lot conform to the standards and speci-
fications to which the manufacturer
represents such lot has been manufac-
tured if the following requirements are
met:

(a) The coil or heat number of metal
from which such lot was fabricated has
been inspected and tested with respect
to its chemical characteristics by a
laboratory accredited in accordance
with the Act and these regulations;

(b) Such laboratory has provided to
the manufacturer, either directly or
through the metal manufacturer, a
written inspection and testing report,
prepared in accordance with § 280.6 of
this part, listing the chemical charac-
teristics of such coil or heat number;

(c) The report described in paragraph
(b) of this section indicates that the
chemical characteristics of such coil or
heat number conform to those required
by the standards and specifications to
which the manufacturer represents
such lot has been manufactured; and,

(d) The manufacturer demonstrates
that such lot has been fabricated from

the coil or heat number of metal to
which the report described in para-
graphs (b) and (c) of this section re-
lates.

§ 280.16 Subsequent purchaser.
(a) If a purchaser of fasteners re-

quests the seller to mark the container
of fasteners with the lot number from
which such fasteners were taken, ei-
ther prior to the sale or at the time of
sale, the seller shall conspicuously
mark the container of fasteners with
the lot number.

(b) The seller shall provide copies of
any applicable laboratory testing re-
port or certification of conformance
upon request to the subsequent pur-
chaser of fasteners taken from the lot
to which such testing report or manu-
facturer’s certificate of conformance
relates.

Subpart B—Laboratory
Accreditation

§ 280.100 Introduction.
The Fastener Quality Act sets out

three alternatives by which a labora-
tory may become accredited for testing
under the Act. This regulation sets out
implementing procedures for each of
those alternatives:

(a) Subpart C of this part contains
procedures by which the National In-
stitute of Standards and Technology’s
National Voluntary Laboratory Ac-
creditation Program will accredit lab-
oratories for the testing of fasteners
under the Act;

(b) Subpart D of this part sets out
procedures under which private enti-
ties may apply to NIST for approval to
engage directly in the accreditation of
laboratories for the testing of fasteners
under the Act; and

(c) Subpart E of this part sets out
conditions under which the accredita-
tion of foreign laboratories by their
governments or organizations recog-
nized by the Director shall be deemed
to satisfy the laboratory accreditation
requirements for the testing of fasten-
ers under the Act.

§ 280.101 Accredited laboratory list.
NIST shall prepare and maintain an

Accredited Laboratory List of labora-
tories accredited under subparts C, D,
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and E of this part. Only laboratory test
reports covering tests performed by a
laboratory listed in the Accredited
Laboratory List at the time the report
was issued, and which are within the
scope of the laboratory’s accreditation,
shall be deemed to meet the require-
ments of the Act.

§ 280.102 Procedures for inclusion in
the accredited laboratory list.

(a) NVLAP, and all entities approved
by NIST under subpart D of this part or
recognized by NIST under subpart E of
this part shall promptly notify NIST of
each accreditation action taken under
subparts C, D, or E of this part, respec-
tively. Accreditation actions include
initial accreditation, denials of accred-
itation, renewals, suspensions, termi-
nations, revocations and changes in
scope. Notifications shall be filed with:
Fastener Quality Act Program Man-
ager, Office of Standards Services, Na-
tional Institute of Standards and Tech-
nology, Gaithersburg, Maryland 20899.

(b) Each notification to NIST shall
include the following information, in
English: The name of the laboratory
accreditation body which granted the
accreditation; the name and address of
the laboratory affected by the accredi-
tation action; the nature of the accred-
itation action; a copy of the labora-
tory’s accreditation certificate and a
scope of accreditation which states the
fastener test methods for which it has
been accredited; the name and tele-
phone number of the authorized rep-
resentative(s) and approved signa-
tory(s) of the fastener testing labora-
tory; information concerning the phys-
ical locations of all organizational
units involved in accredited fastener
testing, and the specific scope of fas-
tener testing for each organizational
unit for which accreditation has been
granted.

(c) NIST shall revise as appropriate
the Accredited Laboratory List when
notified of accreditation actions and
shall take appropriate steps to make
information changes promptly avail-
able to the public.

§ 280.103 Removal from the accredited
laboratory list.

(a) NIST may remove from the Ac-
credited Laboratory List any fastener

testing laboratory accredited under
subpart C, D or E of this part if NIST
deems such action to be in the public
interest. Laboratory test reports de-
scribing tests performed by a labora-
tory after it has been removed from the
Accredited Laboratory List under this
section shall not be deemed to meet
the requirements of the Act.

(b) A laboratory may appeal the re-
moval or proposed removal from the
Accredited Laboratory List to the Di-
rector by submitting a statement of
reasons why the laboratory should re-
main on the list. NIST may, at its dis-
cretion, hold in abeyance a removal ac-
tion pending a final decision by the Di-
rector. The Director shall inform the
laboratory in writing of the decision
within sixty days following receipt of
the appeal.

Subpart C—NIST Fastener Labora-
tory Accreditation Procedures

§ 280.200 Introduction.

This subpart sets out the procedures
and technical requirements of the
NVLAP Fasteners Testing Program
(‘‘the Program’’) for the accreditation
of laboratories that test fasteners. Lab-
oratories which are granted accredita-
tion under this program for certain
tests will be eligible to provide testing
services and test reports required by
the Fastener Quality Act for those
tests. Accreditation may be granted to
any laboratory (including: Commer-
cial; manufacturers’; university; and
laboratories located in foreign coun-
tries) that demonstrates competence to
provide services according to the cri-
teria specified in this subpart. It is up
to the laboratory to select the areas
and specific tests within each area for
its proposed scope of accreditation. A
laboratory may be accredited to test
and/or measure fasteners in any one or
more of the areas of chemical, dimen-
sional, nondestructive, mechanical and
physical, or metallography testing.
Laboratories located outside of the
U.S. must meet certain additional re-
quirements including: Additional fees
for travel outside the U.S. and provi-
sion of a language translator.
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§ 280.201 Applicability of part 285, title
15, Code of Federal Regulations.

As permitted by section 6 of the Act,
and for the purposes of that Act only,
the provisions of part 285, title 15 of the
Code of Federal Regulations are super-
seded by the procedures and require-
ments set forth in this Subpart. The
provisions of part 285, title 15 of the
Code of Federal Regulations remain in
effect except as they pertain to labora-
tory accreditation actions required by
the Act.

§ 280.202 Establishment of the Pro-
gram.

(a) NVLAP shall develop the tech-
nical requirements for the Program
based on expert advice.

(b) As a means of assuring effective
and meaningful cooperation, input, and
participation by those federal agencies
that may have an interest in and may
be affected by the Program, NVLAP
may communicate and consult with ap-
propriate officials within those agen-
cies.

(c) When NVLAP has completed the
development of the technical require-
ments of the Program and established
a schedule of fees for accreditation,
NVLAP shall publish a notice in the
FEDERAL REGISTER announcing the es-
tablishment of the Program.

(d) The notice will:
(1) Identify the scope of the Program;
(2) Advise how to apply for accredita-

tion.
(e) NVLAP shall establish fees in

amounts that will enable the Program
to be self-sufficient. NVLAP shall re-
vise the fees when necessary to main-
tain self-sufficiency.

§ 280.203 Adding to or modifying the
Program.

(a) The Program may be added to,
modified, or realigned based on either a
written request from any person wish-
ing to add or delete specific standards,
test methods, or types of test methods
or a need identified by NVLAP.

(b) NVLAP may choose to make the
additions or modifications available for
accreditation when:

(1) The additional standards, test
methods, or types of test methods re-
quested are directly relevant to the
Program;

(2) It is feasible and practical to ac-
credit testing laboratories for the addi-
tional standards, test methods, or
types of test methods; and

(3) It is likely that laboratories will
seek accreditation for the additional
standards, test methods, or types of
test methods.

§ 280.204 NVLAP Program Handbook.

All specific laboratory accreditation
requirements and NVLAP interpreta-
tions shall be documented in a program
handbook which NVLAP shall develop
and maintain. The handbook shall be
made available to all participating lab-
oratories. NVLAP may prepare a
NVLAP Program Handbook for the
Fastener Testing Program for use by
applicant and accredited laboratories.
The purpose of the handbook is to pro-
vide specific technical details for fas-
tener testing as they apply to on-site
assessment, proficiency testing, test
equipment and facilities, and scope of
accreditation.

§ 280.205 Applying for accreditation.

(a) A laboratory may request an ap-
plication for accreditation in the Pro-
gram in accordance with instructions
provided in notices announcing the
Program’s formal establishment.

(b) Upon receipt of a laboratory’s ap-
plication, NVLAP shall:

(1) Acknowledge receipt of the appli-
cation;

(2) Request further information, if
necessary;

(3) Confirm payment of fees before
proceeding with the accreditation proc-
ess; and

(4) Specify the next step(s) in the ac-
creditation process.

(c) All laboratory accreditation docu-
ments must be in English or the lab-
oratory seeking accreditation must
supply an English translation of all
documents at the time it files its appli-
cation.

(d) Accreditation of laboratories out-
side the United States may require
payment of additional traveling ex-
penses for on-site assessments and pro-
ficiency testing.
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§ 280.206 Assessing and evaluating a
laboratory.

(a) Information used to evaluate a
laboratory’s compliance with the con-
ditions for accreditation set out in
§ 280.214, the criteria for accreditation
set out in § 280.215, and the technical
requirements established will include:

(1) Application and other material
submitted by the laboratory
(§ 280.214(b)).

(2) On-site assessment reports;
(3) Laboratory performance on pro-

ficiency tests;
(4) Laboratory responses to identified

deficiencies; and
(5) Technical evaluation.
(b) NVLAP shall arrange the assess-

ment and evaluation of applicant lab-
oratories in such a way as to minimize
potential conflicts of interest.

(c) NVLAP shall inform each appli-
cant laboratory of any action(s) that
the laboratory must take to qualify for
accreditation.

§ 280.207 Granting and renewing ac-
creditation.

(a) NVLAP will take action to grant
initial accreditation, or renew, sus-
pend, or propose to deny or revoke ac-
creditation of an applicant laboratory,
based on the degree to which the lab-
oratory complies with the specific
NVLAP requirements. Accreditation
shall be granted for a one year period.
Before initial accreditation and every 2
years thereafter, an on-site assessment
of each laboratory shall be conducted
to determine compliance with the
NVLAP criteria.

(b) If accreditation is granted or re-
newed, NVLAP shall:

(1) Provide a Certificate of Accredita-
tion and a Scope of Accreditation to
the laboratory;

(2) Provide guidance on referencing
the laboratory’s accredited status, and
the use of the NVLAP logo by the lab-
oratory and its clients, as needed; and

(3) Remind the laboratory that ac-
creditation does not relieve it from
complying with applicable federal,
state, and local laws and regulations.

(c) NVLAP shall notify an accredited
laboratory at least 30 days before its
accreditation expires advising of the
action(s) the laboratory must take to
renew its accreditation.

§ 280.208 Denying, suspending, and re-
voking accreditation.

(a) If NVLAP proposes to deny or re-
voke accreditation of a laboratory,
NVLAP shall inform the laboratory of
the reasons for the proposed denial or
revocation and the procedure for ap-
pealing such a decision.

(b) The laboratory will have 30 days
from the date of receipt of the proposed
denial or revocation letter to appeal
the decision to the Director of NIST. If
the laboratory appeals the decision to
the Director of NIST, the proposed de-
nial or revocation will be stayed pend-
ing the outcome of the appeal. The pro-
posed denial or revocation will become
final through the issuance of a written
decision to the laboratory in the event
that the laboratory does not appeal the
proposed denial or revocation within
that 30-day period.

(c) If NVLAP finds that an accredited
laboratory has violated the terms of its
accreditation or the provisions of these
procedures, NVLAP may, after con-
sultation with the laboratory, suspend
the laboratory’s accreditation, or ad-
vise of NVLAP’s intent to revoke ac-
creditation. If accreditation is sus-
pended, NVLAP shall notify the labora-
tory of that action stating the reasons
for and conditions of the suspension
and specifying the action(s) the labora-
tory must take to have its accredita-
tion reinstated.

(d) A laboratory whose accreditation
has been denied, revoked, terminated,
or expired, or which has withdrawn its
application before being accredited,
may reapply and be accredited if the
laboratory:

(1) Completes the assessment and
evaluation process; and

(2) Meets the conditions and criteria
for accreditation that are set out in
sections 280.214 and 280.215.

(e) Conditions of suspension will in-
clude prohibiting the laboratory from
using the NVLAP logo on its test re-
ports during the suspension period. The
determination of NVLAP whether to
suspend or to propose revocation of a
laboratory’s accreditation will depend
on the nature of the violation(s) of the
terms of its accreditation.
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§ 280.209 Voluntary termination of ac-
creditation.

A laboratory may at any time termi-
nate its participation and responsibil-
ities as an accredited laboratory by ad-
vising NVLAP in writing of its desire
to do so. NVLAP shall terminate the
laboratory’s accreditation and shall
notify the laboratory stating that its
accreditation has been terminated in
response to its request.

§ 280.210 Change in status of labora-
tory.

Accreditation of a laboratory is
based on specific conditions and cri-
teria including the laboratory owner-
ship, location, staffing, facilities, and
configuration. Changes in any of these
conditions or criteria could result in
loss of accreditation. NVLAP must be
informed if any of the conditions or
criteria for accreditation are changed
so that a determination can be made
concerning the status of the accredita-
tion.

§ 280.211 Authorized representative.
The laboratory shall designate an

Authorized Representative to sign the
NVLAP application form and commit
the laboratory to fulfill the NVLAP re-
quirements. Only the Authorized Rep-
resentative can authorize a change in
the scope or nature of the laboratory’s
application. This person will receive all
correspondence and inquiries from
NVLAP. The Authorized Representa-
tive may also be an Approved Signa-
tory. The laboratory must provide to
NVLAP the name and address of the
Authorized Representative and must,
within 30 days, notify NVLAP of a
change of Authorized Representative.

§ 280.212 Approved signatory.
(a) The laboratory shall designate

one or more staff members as Approved
Signatories. Approved Signatories
shall be persons with appropriate re-
sponsibility, authority and technical
capability within the organization. The
laboratory must maintain a list of Ap-
proved Signatories and make that list
available for review during on-site as-
sessments. The laboratory must pro-
vide to NVLAP the name(s) and ad-
dress(es) of the Approved Signatory(s)
and must, within 30 days, notify

NVLAP of a change of Approved Signa-
tory(s).

(b) The authorized signature of at
least one Approved Signatory must ap-
pear on each test reports that is writ-
ten in compliance with the Act and en-
dorsed with the NVLAP logo. The ap-
proved signatory is responsible for the
technical content of the report and is
the person to be contacted by NVLAP,
laboratory clients, or others in case of
questions or problems with the report.

§ 280.213 Application of accreditation
conditions and criteria.

To become accredited and maintain
accreditation, a laboratory must meet
the conditions for accreditation set out
in § 280.214, the criteria set out in
§ 280.215, and the guidance provided in
the Program Handbook.

§ 280.214 Conditions for accreditation.

(a) To become accredited and main-
tain accreditation, a laboratory shall
agree in writing to:

(1) Be assessed and evaluated ini-
tially and on a periodic basis;

(2) Demonstrate, on request that it is
able to perform the tests representa-
tive of those for which it is seeking ac-
creditation;

(3) Pay all fees;
(4) Participate in proficiency testing

as required.
(5) Be capable of performing the tests

for which it is accredited according to
the latest version of the test method
within one year after its publication or
within another time limit specified by
NVLAP;

(6) Limit the representation of the
scope of its accreditation to only those
tests or services for which accredita-
tion is granted;

(7) Resolve all deficiencies;
(8) Limit all its work or services for

clients to those areas where com-
petence and capacity are available;

(9) Inform its clients that the labora-
tory’s accreditation or any of its test
reports in no way constitutes or im-
plies product certification, approval, or
endorsement by NIST;

(10) Maintain records of all actions
taken in response to testing com-
plaints for 5 years, as required by § 280.7
of this part;
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(11) Maintain an independent
decisional relationship between itself
and its clients, affiliates, or other orga-
nizations so that the laboratory’s ca-
pacity to render test reports objec-
tively and without bias is not ad-
versely affected;

(12) Report to NVLAP within 30 days
any major changes involving the loca-
tion, ownership, management struc-
ture, authorized representative, ap-
proved signatories, or facilities of the
laboratory; and

(13) Return to NVLAP the Certificate
of Accreditation and the Scope of Ac-
creditation for revision or other action
should it:

(i) Be requested to do so by NVLAP;
(ii) Voluntarily terminate its accred-

ited status; or
(iii) Become unable to conform to

any of these conditions, the applicable
criteria of this Subpart or § 280.215, and
related technical requirements.

(b) To become accredited and main-
tain accreditation, a laboratory shall
supply, upon request, the following in-
formation:

(1) Legal name and full address;
(2) Ownership of the laboratory;
(3) Organization chart defining rela-

tionships that are relevant to perform-
ing testing covered in the accreditation
request;

(4) General description of the labora-
tory, including its facilities and scope
of operation;

(5) Name, address, and telephone and
FAX number of the authorized rep-
resentative of the laboratory;

(6) Names or titles and qualifications
of laboratory staff nominated to serve
as approved signatories of test reports
that reference NVLAP accreditation;

(7) The laboratory quality manual;
and

(8) Other information as NVLAP may
require.

§280.215 Criteria for accreditation.
(a) Scope. (1) This section sets out the

general requirements in accordance
with which a laboratory has to dem-
onstrate that it operates, if it is to be
recognized as competent to carry out
specific tests.

(2) Additional requirements and in-
formation which have to be disclosed
for assessing competence or for deter-

mining compliance with other criteria
may be specified by NVLAP, depending
upon the specific character of the task
of the laboratory.

(3) This section is for use by testing
laboratories in the development and
implementation of their quality sys-
tems. It will also be used by NVLAP in
the determination of the competence of
laboratories.

(b) Organization and management. (1)
The laboratory shall be legally identi-
fiable. It shall be organized and shall
operate in such a way that its perma-
nent, temporary and mobile facilities
meet the requirements of this Subpart.

(2) The laboratory shall:
(i) Have managerial staff with the au-

thority and resources needed to dis-
charge their duties;

(ii) Have policies to ensure that its
personnel are free from any commer-
cial, financial and other pressures
which might adversely affect the qual-
ity of their work;

(iii) Be organized in such a way that
confidence in its independence of
judgement and integrity is maintained
at all times;

(iv) Specify and document the re-
sponsibility, authority and interrela-
tion of all personnel who manage, per-
form or verify work affecting the qual-
ity of calibrations and tests;

(v) Provide supervision by persons fa-
miliar with the calibration or test
methods and procedures, the objective
of the calibration or test and the as-
sessment of the results. The ratio of
supervisory to non-supervisory person-
nel shall be such as to ensure adequate
supervision;

(vi) Have a technical manager (how-
ever named) who has overall respon-
sibility for the technical operations;

(vii) Have a quality manager (how-
ever named) who has responsibility for
the quality system and its implementa-
tion. The quality manager shall have
direct access to the highest level of
management at which decisions are
taken on laboratory policy or re-
sources, and to the technical manager.
In some laboratories, the quality man-
ager may also be the technical man-
ager or deputy technical manager;

(viii) Nominate deputies in case of
absence of the technical or quality
manager;
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(ix) Have documented policy and pro-
cedures to ensure the protection of cli-
ents’ confidential information and pro-
prietary rights;

(x) Where appropriate, participate in
interlaboratory comparisons and pro-
ficiency testing programs.

(c) Quality system, audit and review.
(1) The laboratory shall establish and
maintain a quality system appropriate
to the type, range and volume of cali-
bration and testing activities it under-
takes. The elements of this system
shall be documented. The quality docu-
mentation shall be available for use by
the laboratory personnel. The labora-
tory shall define and document its poli-
cies and objectives for, and its commit-
ment to, good laboratory practice and
quality of calibration or testing serv-
ices. The laboratory management shall
ensure that these policies and objec-
tives are documented in a quality man-
ual and communicated to, understood,
and implemented by all laboratory per-
sonnel concerned. The quality manual
shall be maintained current under the
responsibility of the quality manager.

(2) The quality manual, and related
quality documentation, shall state the
laboratory’s policies and operational
procedures established in order to meet
the requirements of this subpart. The
quality manual and related quality
documentation shall also contain:

(i) A quality policy statement, in-
cluding objectives and commitments,
by top management;

(ii) The organization and manage-
ment structure of the laboratory, its
place in any parent organization and
relevant organizational charts;

(iii) The relations between manage-
ment, technical operations, support
services and the quality system;

(iv) Procedures for control and main-
tenance of documentation;

(v) Job descriptions of key staff and
reference to the job descriptions of
other staff;

(vi) Identification of the laboratory’s
approved signatories;

(vii) The laboratory’s procedures for
achieving traceability of measure-
ments;

(viii) The laboratory’s scope of cali-
brations and/or tests;

(ix) Arrangements for ensuring that
the laboratory reviews all new work to

ensure that it has the appropriate fa-
cilities and resources before commenc-
ing such work;

(x) Reference to the calibration, ver-
ification and/or test procedures used;

(xi) Procedures for handling calibra-
tion and test items;

(xii) Reference to the major equip-
ment and reference measurement
standards used;

(xiii) Reference to procedures for
calibration, verification and mainte-
nance of equipment;

(xiv) Reference to verification prac-
tices including interlaboratory com-
parisons, proficiency testing programs,
use of reference materials and internal
quality control schemes;

(xv) Procedures to be followed for
feedback and corrective action when-
ever testing discrepancies are detected,
or departures from documented poli-
cies and procedures occur;

(xvi) The laboratory management
policies for departures from docu-
mented policies and procedures or from
standard specifications;

(xvii) Procedures for dealing with
complaints;

(xviii) Procedures for protecting con-
fidentiality and proprietary rights;

(xix) Procedures for audit and review.
(xx) Policies and procedures directly

related to compliance with this Sub-
part.

(3) The laboratory shall arrange for
audits of its activities at appropriate
intervals to verify that its operations
continue to comply with the require-
ments of the quality system. Such au-
dits shall be carried out by trained and
qualified staff who are, wherever pos-
sible, independent of the activity to be
audited. Where the audit findings cast
doubt on the correctness or validity of
the laboratory’s calibration or test re-
sults, the laboratory shall take imme-
diate corrective action and shall imme-
diately notify, in writing, any client
whose work may have been affected.

(4) The quality system adopted to
satisfy the requirements of this Sec-
tion shall be reviewed at least once
each year by the management to en-
sure its continuing suitability and ef-
fectiveness and to introduce any nec-
essary changes or improvements.

(5) All audit and review findings and
any corrective actions that arise from
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them shall be documented. The person
responsible for quality shall ensure
that these actions are discharged with-
in the agreed timescale.

(6) In addition to periodic audits the
laboratory shall ensure the quality of
results provided to clients by imple-
menting checks. These checks shall be
reviewed and shall include, as appro-
priate, but not be limited to:

(i) Internal quality control schemes
using whenever possible statistical
techniques;

(ii) Participation in proficiency test-
ing or other interlaboratory compari-
sons;

(iii) Regular use of certified reference
materials and/or in-house quality con-
trol using secondary reference mate-
rials;

(iv) Replicate testings using the same
or different methods;

(v) Re-testing of retained items;
(vi) Correlation of results for dif-

ferent characteristics of an item.
(d) Personnel. (1) The testing labora-

tory shall have sufficient personnel,
having the necessary education, train-
ing, technical knowledge and experi-
ence for their assigned functions.

(2) The testing laboratory shall en-
sure that the training of its personnel
is kept up-to-date.

(3) Records on the relevant qualifica-
tions, training, skills and experience of
the technical personnel shall be main-
tained by the laboratory.

(e) Accommodation and environment.
(1) Laboratory accommodation, cali-
bration and test areas, energy sources,
lighting, heating and ventilation shall
be such as to facilitate proper perform-
ance of calibrations or tests.

(2) The environment in which these
activities are undertaken shall not in-
validate the results or adversely affect
the required accuracy of measurement.
Particular care shall be taken when
such activities are undertaken at sites
other than the permanent laboratory
premises.

(3) The laboratory shall provide fa-
cilities for the effective monitoring,
control and recording of environmental
conditions as appropriate. Due atten-
tion shall be paid, for example, to bio-
logical sterility, dust, electromagnetic
interference, humidity, voltage, tem-
perature, and sound and vibration lev-

els, as appropriate to the calibrations
or tests concerned.

(4) There shall be effective separation
between neighboring areas when the
activities therein are incompatible.

(5) Access to and use of all areas af-
fecting the quality of these activities
shall be defined and controlled.

(6) Adequate measures shall be taken
to ensure good housekeeping in the lab-
oratory.

(f) Equipment and reference materials.
(1) The laboratory shall be furnished
with all items of equipment (including
reference materials) required for the
correct performance of calibrations
and tests. In those cases where the lab-
oratory needs to use equipment outside
its permanent control it shall ensure
that the relevant requirements of this
Section are met.

(2) All equipment shall be properly
maintained. Maintenance procedures
shall be documented. Any item of
equipment which has been subjected to
overloading or mishandling, or which
gives suspect results, or has been
shown by verification or otherwise to
be defective, shall be taken out of serv-
ice, clearly identified and wherever
possible stored at a specified place
until it has been repaired and shown by
calibration, verification or test to per-
form satisfactorily. The laboratory
shall examine the effect of this defect
on previous calibrations or tests.

(3) Each item of equipment including
reference materials shall, when appro-
priate, be labeled, marked or otherwise
identified to indicate its calibration
status.

(4) Records shall be maintained of
each item of equipment and all ref-
erence materials significant to the
calibrations or tests performed. The
records shall include:

(i) The name of the item of equip-
ment;

(ii) The manufacturer’s name, type
identification, and serial number or
other unique identification;

(iii) Date received and date placed in
service;

(iv) Current location, where appro-
priate;

(v) Condition when received (e.g. new,
used, reconditioned);

(vi) Copy of the manufacturer’s in-
structions, where available;
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(vii) Dates and results of calibrations
and/or verifications and date of next
calibration and/or verification;

(viii) Details of maintenance carried
out to date and planned for the future;

(ix) History of any damage, malfunc-
tion, modification or repair.

(g) Measurement traceability and cali-
bration. (1) All measuring and testing
equipment having an effect on the ac-
curacy or validity of calibrations or
tests shall be calibrated and/or verified
before being put into service. The lab-
oratory shall have an established pro-
gram for the calibration and verifica-
tion of its measuring and test equip-
ment.

(2) The overall program of calibra-
tion and/or verification and validation
of equipment shall be designed and op-
erated so as to ensure that, wherever
applicable, measurements made by the
laboratory are traceable to national
standards of measurement where avail-
able. Calibration certificates shall
wherever applicable indicate the
traceability to national standards of
measurement and shall provide the
measurement results and associated
uncertainty of measurement and/or a
statement of compliance with an iden-
tified metrological specification.

(3) Where traceability to national
standards of measurement is not appli-
cable, the laboratory shall provide sat-
isfactory evidence of correlation of re-
sults, for example by participation in a
suitable program of interlaboratory
comparisons or proficiency testing.

(4) Reference standards of measure-
ment held by the laboratory shall be
used for calibration only and for no
other purpose, unless it can be dem-
onstrated that their performance as
reference standards has not been in-
validated.

(5) Reference standards of measure-
ment shall be calibrated by a body that
can provide traceability to a national
standard of measurement. There shall
be a program of calibration and ver-
ification for reference standards.

(6) Where relevant, reference stand-
ards and measuring and testing equip-
ment shall be subjected to in-service
checks between calibrations and ver-
ifications.

(7) Reference materials shall, where
possible, be traceable to national or

international standards of measure-
ment, or to national or international
standard reference materials.

(h) Calibration and test methods. (1)
The laboratory shall have documented
instructions on the use and operation
of all relevant equipment, on the han-
dling and preparation of items and for
calibration and/or testing, where the
absence of such instructions could
jeopardize the calibrations or tests. All
instructions, standards, manuals and
reference data relevant to the work of
the laboratory shall be maintained up-
to-date and be readily available to the
staff.

(2) The laboratory shall use appro-
priate methods and procedures for all
calibrations and tests and related ac-
tivities within its responsibility (in-
cluding sampling, handling, transport
and storage, preparation of items, esti-
mation of uncertainty of measurement
and analysis of calibration and/or test
data). They shall be consistent with
the accuracy required, and with any
standard specifications relevant to the
calibrations or tests concerned.

(3) Where methods are not specified,
the laboratory shall, wherever possible,
select methods that have been pub-
lished in international or national
standards, those published by reputable
technical organizations or in relevant
scientific texts or journals.

(4) Where it is necessary to employ
methods that have not been established
as standard, these shall be subject to
agreement with the client, be fully
documented and validated, and be
available to the client and other recipi-
ents of the relevant reports.

(5) Where sampling is carried out as
part of the test method, the laboratory
shall use documented procedures and
appropriate statistical techniques to
select samples.

(6) Calculations and data transfers
shall be subject to appropriate checks.

(7) Where computers or automated
equipment are used for the capture,
processing, manipulation, recording,
reporting, storage or retrieval of cali-
bration or test data, the laboratory
shall ensure that:

(i) The requirements of this subpart
are complied with;

(ii) Computer software is documented
and adequate for use;
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(iii) Procedures are established and
implemented for protecting the integ-
rity of data; such procedures shall in-
clude, but not be limited to, integrity
of data entry or capture, data storage,
data transmission and data processing;

(iv) Computer and automated equip-
ment is maintained to ensure proper
functioning and provided with the envi-
ronmental and operating conditions
necessary to maintain the integrity of
calibration and test data;

(v) It establishes and implements ap-
propriate procedures for the mainte-
nance of security of data including the
prevention of unauthorized access to,
and the unauthorized amendment of,
computer records.

(8) Documented procedures shall
exist for the purchase, reception and
storage of consumable materials used
for the technical operations of the lab-
oratory.

(i) Handling of calibration and test
items. (1) The laboratory shall have a
documented system for uniquely iden-
tifying the items to be calibrated or
tested, to ensure that there can be no
confusion regarding the identity of
such items at any time.

(2) Upon receipt, the condition of the
calibration or test item, including any
abnormalities or departures from
standard conditions as prescribed in
the relevant calibration or test meth-
od, shall be recorded. Where there is
any doubt as to the item’s suitability
for calibration or test, where the item
does not conform to the description
provided, or where the calibration or
test required is not fully specified, the
laboratory shall consult the client for
further instruction before proceeding.
The laboratory shall establish whether
the item has received all necessary
preparation, or whether the client re-
quires preparation to be undertaken or
arranged by the laboratory.

(3) The laboratory shall have docu-
mented procedures and appropriate fa-
cilities to avoid deterioration or dam-
age to the calibration or test item, dur-
ing storage, handling, preparation, and
calibration or test; any relevant in-
structions provided with the item shall
be followed. Where items have to be
stored or conditioned under specific en-
vironmental conditions, these condi-
tions shall be maintained, monitored

and recorded where necessary. Where a
calibration or test item or portion of
an item is to be held secure (for exam-
ple, for reasons of record, safety or
value, or to enable check calibrations
or tests to be performed later), the lab-
oratory shall have storage and security
arrangements that protect the condi-
tion and integrity of the secured items
or portions concerned.

(4) The laboratory shall have docu-
mented procedures for the receipt, re-
tention or safe disposal of calibration
or test items, including all provisions
necessary to protect the integrity of
the laboratory.

(j) Records. (1) The laboratory shall
maintain a record system to suit its
particular circumstances and comply
with any applicable regulations. It
shall retain on record all original ob-
servations, calculations and derived
data, calibration records and a copy of
the calibration certificate, test certifi-
cate or test report for an appropriate
period as required in § 280.7. The
records for each calibration and test
shall contain sufficient information to
permit their repetition. The records
shall include the identity of personnel
involved in sampling, preparation, cali-
bration or testing.

(2) All records (including those listed
in § 280.215(f)(4) pertaining to calibra-
tion and test equipment), certificates
and reports shall be safely stored, held
secure and in confidence to the client.

(k) Certificates and reports. (1) The re-
sults of each calibration, test, or series
of calibrations or tests carried out by
the laboratory shall be reported accu-
rately, clearly, unambiguously and ob-
jectively, in accordance with any in-
structions in the calibration or test
methods. The results should normally
be reported in a calibration certificate,
test report or test certificate and
should include all the information nec-
essary for the interpretation of the
calibration or test results and all infor-
mation required by the method used.

(2) Where the certificate or report
contains results of calibrations or tests
performed by sub-contractors, these re-
sults shall be clearly identified.

(3) Particular care and attention
shall be paid to the arrangement of the
certificate or report, especially with
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regard to presentation of the calibra-
tion or test data and ease of assimila-
tion by the reader. The format shall be
carefully and specifically designed for
each type of calibration or test carried
out, but the headings shall be stand-
ardized as far as possible.

(4) Material amendments to a cali-
bration certificate, test report or test
certificate after issue shall be made
only in the form of a further document,
or data transfer including the state-
ment ‘‘Supplement to Calibration Cer-
tificate for Test Report or Test Certifi-
cate, serial number * * * or as other-
wise identified’’, or equivalent form of
wording. Such amendments shall meet
all the relevant requirements of
§ 280.215(j).

(5) The laboratory shall notify clients
promptly, in writing, of any event such
as the identification of defective meas-
uring or test equipment that casts
doubt on the validity of results given
in any calibration certificate, test re-
port or test certificate or amendment
to a report or certificate.

(6) The laboratory shall ensure that,
where clients require transmission of
calibration or test results by tele-
phone, telex, facsimile or other elec-
tronic or electromagnetic means, staff
will follow documented procedures that
ensure that the requirements of this
Subpart are met and that confidential-
ity is preserved.

(l) Subcontracting of calibration or test-
ing. (1) Where a laboratory sub-con-
tracts any part of the calibration or
testing, this work shall be placed with
a laboratory accredited under either
subparts C, D or E of this part for the
specific tests being subcontracted. The
laboratory shall comply with § 280.9,
and shall advise the client in writing of
its intention to subcontract any por-
tion of the testing to another party.

(2) The laboratory shall record and
retain details of its investigation of the
accredited status and testing com-
petence of subcontractors and main-
tain a register of all subcontracting.

(m) Outside support services and sup-
plies. (1) Where the laboratory procures
outside services and supplies, other
than those referred to this Subpart, in
support of calibrations or tests, the
laboratory shall use only those outside
support services and supplies that are

of adequate quality to sustain con-
fidence in the laboratory’s calibrations
or tests.

(2) Where no independent assurance
of the quality of outside support serv-
ices or supplies is available, the labora-
tory shall have procedures to ensure
that purchased equipment, materials
and services comply with specified re-
quirements. The laboratory should,
wherever possible, ensure that pur-
chased equipment and consumable ma-
terials are not used until they have
been inspected, calibrated or otherwise
verified as complying with any stand-
ard specifications relevant to the cali-
brations or tests concerned.

(3) The laboratory shall maintain
records of all suppliers from whom it
obtains support services or supplies re-
quired for calibrations or tests.

(n) Complaints. (1) The laboratory
shall have documented policy and pro-
cedures for the resolution of com-
plaints received from clients or other
parties about the laboratory’s activi-
ties. A record shall be maintained of all
complaints and of the actions taken by
the laboratory.

(2) Where a complaint, or any other
circumstance, raises doubt concerning
the laboratory’s compliance with the
laboratory’s policies or procedures, or
with the requirements of this section
or otherwise concerning the quality of
the laboratory’s calibrations or tests,
the laboratory shall ensure that those
areas of activity and responsibility in-
volved are promptly audited in accord-
ance with this section.

Subpart D—NIST Approval of
Private Accreditation Programs

§ 280.300 Introduction.
In accordance with section 6(a)(1)(B)

of the Act (15 U.S.C. 5405 (a)(1)(B)), this
subpart sets forth the procedures and
conditions under which private entities
may apply for approval by NIST to en-
gage directly in the accreditation of
laboratories for the testing of fasteners
under the Act.

§ 280.301 Application.
(a) Application must be made to

NIST for approval to accredit labora-
tories for fastener testing under the
Act. Upon request, NIST will provide
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application forms and instructions.
The applicant shall complete the appli-
cation in English and may provide
whatever additional enclosures, attach-
ments or exhibits the applicant deems
appropriate.

(b) Application packages may be ob-
tained from: Manager, FQA Accredita-
tion Body Evaluation Program, NIST,
Bldg. 820, Room 282, Gaithersburg,
Maryland, 20899. Requests may be made
by mail or by FAX to: (301) 963–2871.

(c) The applicant shall reimburse
NIST for all costs incurred in the eval-
uation of its accreditation program and
subsequent costs incurred in ensuring
the continued compliance of its pro-
gram. Reimbursement shall be in ac-
cordance with the fee schedule estab-
lished by NIST for this purpose.

(d) An application may be revised by
an applicant at any time prior to the
final decision by NIST. An application
may be withdrawn by an applicant,
without prejudice, at any time prior to
the final decision by the Director.

§ 280.302 Review and decision process.

(a) Applications submitted by private
laboratory accreditation bodies will be
accepted by NIST and their receipt ac-
knowledged in writing. The applica-
tions will be reviewed by NIST against
the criteria specified in this subpart
and in subpart F of this part. NIST
may request additional information as
needed from the applicant.

(b) NIST shall conduct on-site assess-
ments of the facilities of the applicant
including all of the applicant’s organi-
zational units and locations covered by
the application.

(c) If the applicant’s program is
deemed by NIST to have met the re-
quirements for approval, the applicant
shall be notified by NIST in writing.
The approval notice shall include the
dates when the approval begins and the
scope of the approval. The approval pe-
riod shall be for as long as the labora-
tory accreditation body continues to
satisfy the requirements of § 280.303. As
part of maintaining its approved sta-
tus, each laboratory accreditation body
shall agree to be reassessed by NIST
every two years following its initial
notice of approval. NIST will maintain
and make available to the public a list

of approved fastener accreditation pro-
grams.

(d) If the applicant’s program does
not meet the requirements for ap-
proval, the applicant shall be notified
in writing, listing the specific require-
ments from this subpart and subpart F
of this part which the applicant’s pro-
gram has not met. After receipt of such
a notification, and within the response
period provided by NIST, the applicant
may:

(1) Submit additional information for
further review. Reviewing the new sub-
mission may involve additional on-site
visits by NIST personnel. Additional
fees may be required. Or,

(2) Submit a request that the original
application be reconsidered, including
a statement of reasons why the appli-
cation should have been approved.

§ 280.303 Criteria for approval.
An applicant for NIST approval must

demonstrate the ability to operate an
accreditation program consistent with
the requirements of this subpart and
subparts A, B and F of this part.

§ 280.304 Maintaining approved status.
(a) Approved accreditation bodies

shall continue to satisfy all the re-
quirements of approval during the ap-
proval period.

(b) Upon request by NIST, approved
accreditation bodies shall make avail-
able to NIST and BXA all records and
materials pertaining to the program.

(c) NIST may elect to have its rep-
resentative participate as an observer
during on-site visits to testing labora-
tories seeking accreditation by an ap-
proved accreditation body.

(d) Neither the accreditation body,
nor any laboratory it accredits under
the Act and these regulations shall
take any action which states or implies
the approval, or endorsement by NIST
or any other agency of the U.S. govern-
ment of the results of tests carried out
by such laboratories. In addition, nei-
ther the accreditation body, nor any
laboratory it accredits under the Act
and these regulations shall take any
action which states or implies that the
accreditation body or its accredited
laboratories are recognized by NIST in
any testing or other area(s) beyond
those for which NIST has approved the
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accreditation body under this regula-
tion. Approved accreditation bodies
shall not engage in misrepresentation
of the scope or conditions of its ap-
proval by NIST.

§ 280.305 Voluntary termination of ap-
proval.

At any time, an accreditation body
may voluntarily terminate its pro-
gram’s approval by giving written no-
tice to NIST and to all laboratories ac-
credited by that body under its fas-
tener laboratory accreditation pro-
gram. The written notice shall state
the date on which the termination will
take effect.

§ 280.306 Involuntary termination of
approval by NIST.

(a) NIST may terminate or suspend
its approval of an accreditation body if
such an action is deemed to be in the
public interest.

(b) Before terminating the approval
of an accreditation body, NIST will no-
tify the accreditation body in writing,
giving it the opportunity to rebut or
correct the stated reasons for the pro-
posed termination. If the problems are
not corrected or reconciled within 30
days, or such longer time as NIST in
its sole discretion may grant, the ter-
mination shall become effective.

(c) An accreditation body may appeal
a termination to the Director by sub-
mitting a statement of reasons why the
approval should not be terminated.
NIST may, at its discretion, hold in
abeyance the termination action pend-
ing a final decision by the Director.
Within sixty days following receipt of
the appeal, the Director shall inform
the accreditation body in writing of his
or her decision.

(d) Fastener testing laboratories
which have been listed by NIST in ac-
cordance with subpart B of this part,
based on their accreditation by an ac-
creditation body whose approval has
terminated, shall be removed from the
list, unless an exception is granted by
NIST.

Subpart E—Recognition of Foreign
Laboratories

§ 280.400 Introduction.

In accordance with section 6(a)(1)(C)
of the Act, this subpart sets forth the
conditions under which the accredita-
tion of foreign laboratories by their
governments, by organizations acting
on behalf of their governments, or by
organizations recognized by the Direc-
tor shall be deemed to meet the re-
quirements of the Act.

§ 280.401 Recognition of foreign lab-
oratories.

Foreign entities wishing to be recog-
nized to accredit fastener testing lab-
oratories must submit an application
for evaluation to NIST. NIST recogni-
tion is limited to bodies that accredit
laboratories performing tests on mate-
rials or fasteners covered by the Act.
To be recognized by NIST, accredited
foreign laboratories must meet condi-
tions set out in subpart C of this part,
and applicable laboratory accredita-
tion bodies must meet conditions set
out in subparts D and F of this part.

Subpart F—Requirements for Fas-
tener Laboratory Accredita-
tion Bodies

§ 280.500 Introduction.

This subpart sets out organizational,
operational and other requirements
that must be met by all accreditation
bodies approved or recognized (here-
after ‘‘approved/recognized’’) by NIST
under subpart D or E of this part. This
subpart also sets out the requirements
against which an approved/recognized
accreditation body assesses the tech-
nical competence of an applicant test-
ing laboratory. These requirements in-
clude conditions with respect to sub-
part C of this part.

§ 280.501 Accreditation bodies.

(a) General provisions. (1) The proce-
dures under which an approved/recog-
nized accreditation body operates shall
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be administered in a non-discrimina-
tory manner. Access to an accredita-
tion system operated by an approved/
recognized accreditation body shall not
be conditional upon the size of the lab-
oratory or membership in any associa-
tion or group, nor shall there be undue
financial conditions to restrict partici-
pation.

(2) The competence of an applicant
laboratory shall be assessed by an ap-
proved/recognized accreditation body
against requirements consistent with
the conditions set out in subpart C of
this part.

(3) The requirements of § 280.501(a)(2)
may have to be interpreted for a spe-
cific test or type of test by an ap-
proved/recognized accreditation body.
These interpretations shall be formu-
lated by relevant and impartial com-
mittees or persons possessing the nec-
essary technical competence. They
shall be published by the accreditation
body.

(4) An approved/recognized accredita-
tion body shall require accredited lab-
oratories to maintain impartiality and
integrity.

(5) An approved/recognized accredita-
tion body shall confine its require-
ments, assessment and decision on ac-
creditation to those matters specifi-
cally related to the scope of the accred-
itation being considered.

(b) Organization of an approved/recog-
nized accreditation body. (1) An ap-
proved/recognized accreditation body
shall:

(i) Be a legally identifiable, public or
private entity;

(ii) Have rights and responsibilities
relevant to its accreditation activities;

(iii) Have adequate arrangements to
cover liabilities arising from its oper-
ations and/or activities;

(iv) Have the financial stability and
resources required for the operation of
an accreditation system;

(v) Have and make available on re-
quest a description of the means by
which it receives its financial support;

(vi) Employ a sufficient number of
personnel having the necessary edu-
cation, training, technical knowledge
and experience for handling the type,
range and volume of work performed,
under a senior executive who is respon-

sible to the organization, body or board
to which it reports;

(vii) Have a quality system including
an organizational structure, that en-
ables it to give confidence in its ability
to operate a laboratory accreditation
system satisfactorily;

(viii) Have documented policies and
procedures for the operation of the
quality system that include:

(A) Policies and decision-making pro-
cedures that distinguish between lab-
oratory accreditation and any other
activities in which the body is engaged;

(B) Policies and procedures for the
resolution of complaints and appeals
received from laboratories about the
handling of accreditation matters, or
from users of services about accredited
laboratories or any other matters;

(ix) Together with its senior execu-
tive, and staff, be free from any com-
mercial, financial and other pressures
which might influence the results of
the accreditation process;

(x) Have formal rules and structures
for the appointment and operation of
committees involved in the accredita-
tion process; such committees shall be
free from any commercial, financial
and other pressures that might influ-
ence decisions or shall have a structure
where members are chosen to provide
impartiality through a balance of in-
terest where no single interest pre-
dominates;

(xi) Establish one or more technical
committees, each responsible, within
its scope, for advising the accreditation
body on the technical matters relating
to the operation of its accreditation
system;

(xii) Not offer consultancies or other
services which may compromise the
objectivity of its accreditation process
and decisions;

(xiii) Have arrangements that are
consistent with applicable laws, to
safeguard, at all levels of its organiza-
tion (including committees), confiden-
tiality of the information obtained re-
lating to applications, assessment and
accreditation of laboratories;

(2) An approved/recognized accredita-
tion body shall have arrangements for
either controlling the ownership, use
and display of the accreditation docu-
ments or controlling the manner in
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which an accredited laboratory may
refer to its accredited status, or both.

(c) Quality system. (1) An approved/
recognized accreditation body shall op-
erate a quality system appropriate to
the type, range and volume of work
performed. This system shall be docu-
mented and the documentation shall be
available for use by the accreditation
body staff. The accreditation body
shall designate a person having direct
access to its highest executive level, to
take responsibility for the quality sys-
tem and the maintenance of the qual-
ity documentation.

(2) The quality system shall be docu-
mented in a quality manual and associ-
ated quality procedures, and the qual-
ity manual shall contain or refer to at
least the following;

(i) A quality policy statement;
(ii) The organizational structure of

the accreditation body;
(iii) The operational and functional

duties and services pertaining to qual-
ity, so that each person concerned will
know the extent and the limits of their
responsibility;

(iv) Administrative procedures in-
cluding document control;

(v) Policies and procedures to imple-
ment the accreditation process;

(vi) Arrangements for feedback and
corrective actions whenever discrep-
ancies are detected;

(vii) The policy and procedures for
dealing with appeals, complaints and
disputes;

(viii) The policy and procedures for
conducting internal audits;

(ix) The policy and the procedures for
conducting quality system reviews;

(x) The policy and the procedures for
the recruitment and training of asses-
sors and monitoring their performance.

(3) An approved/recognized accredita-
tion body shall audit its activities to
verify that they comply with the re-
quirements of the quality system. The
quality system shall also be reviewed
to ensure its continued effectiveness.
Audits and reviews shall be carried out
systematically and periodically and re-
corded together with details of any cor-
rective actions taken.

(4) An approved/recognized accredita-
tion body shall maintain records to
demonstrate that accreditation proce-
dures have been effectively fulfilled,

particularly with respect to applica-
tion forms, assessment reports, and re-
ports relating to granting, maintain-
ing, extending, suspending or with-
drawing accreditation. These accredi-
tation documents shall form part of
the record.

(5) An approved/recognized accredita-
tion body shall have a policy and pro-
cedures for retaining records. The
records shall be retained for a period of
at least 5 years, and shall be available
to NIST personnel and other persons
considered by the accreditation body to
have a right of access to these records.

(d) Granting, maintaining, extending,
suspending, and withdrawing accredita-
tion. (1) An approved/recognized accred-
itation body shall specify the condi-
tions for granting, maintaining and ex-
tending accreditation and the condi-
tions under which accreditation may
be suspended or withdrawn, partially
or in total for all or part of the labora-
tory’s scope of accreditation.

(2) An approved/recognized accredita-
tion body shall have arrangements to
grant, maintain, suspend or withdraw
accreditation, increase or reduce the
scope of accreditation or require reas-
sessment, in the event of changes af-
fecting the laboratory’s activity and
operation, such as changes in personnel
or equipment, or if analysis of a com-
plaint or any other information indi-
cates that the laboratory no longer
complies with the requirements of the
accreditation body.

(3) An approved/recognized accredita-
tion body shall have arrangements re-
lating to the transfer of accreditation
when the legal status (e.g. ownership)
of the accredited laboratory changes.

(e) Documentation. An approved/recog-
nized accreditation body shall provide
(through publications, electronic
media or other means), update at ade-
quate intervals, and make available on
request:

(1) Information about the authority
under which accreditation systems op-
erated by the accreditation body were
established and specifying whether
they are mandatory or voluntary;

(2) A document containing its re-
quirements for accreditation in accord-
ance with this document;
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(3) A document stating the arrange-
ments for granting, maintaining, ex-
tending, suspending and withdrawing
accreditation;

(4) Information about the assessment
and accreditation process;

(5) General information on the fees
charged to applicant and accredited
laboratories;

(6) A description of the rights and du-
ties of accredited laboratories as speci-
fied in § 280.504 of this part, including
requirements, restrictions or limita-
tions on the use of the accrediting
body’s logo and on the ways of refer-
ring to the accreditation granted.

§ 280.502 Laboratory assessors.
(a) Requirements for assessors. The as-

sessor or assessment team appointed to
assess a laboratory shall:

(1) Be familiar with the relevant
legal regulations, accreditation proce-
dures and accreditation requirements;

(2) Have a thorough knowledge of the
relevant assessment method and as-
sessment documents;

(3) Have appropriate technical knowl-
edge of the specific tests or types of
tests for which accreditation is sought
and, where relevant, with the associ-
ated sampling procedures;

(4) Be able to communicate effec-
tively, both in writing and orally;

(5) Be free of any commercial, finan-
cial or other pressures or conflicts of
interest that might cause assessor(s) to
act in other than an impartial or non-
discriminatory manner;

(6) Not have offered consultancies to
laboratories which might compromise
their impartiality in the accreditation
process and decisions.

(b) Qualification procedures for asses-
sors. An approved/recognized accredita-
tion body shall have an adequate proce-
dure for:

(1) Qualifying assessors, comprising
an assessment of their competence and
training, and attendance at one or
more actual assessments with a quali-
fied assessor, and

(2) Monitoring the performance of as-
sessors.

(c) Contracting of assessors. An ap-
proved/recognized accreditation body
shall require the assessors to sign a
contract or other document by which
they commit themselves to comply

with the rules defined by the accredita-
tion body, including those relating to
confidentiality and those relating to
independence from commercial and
other interests, and any prior associa-
tion with laboratories to be assessed.

(d) Assessor records. An approved/rec-
ognized accreditation body shall pos-
sess and maintain up-to-date records
on assessors consisting of:

(1) Name and address;
(2) Organization affiliation and posi-

tion held;
(3) Educational qualification and pro-

fessional status;
(4) Work experience;
(5) Training in quality assurance, as-

sessment and calibration and testing;
(6) Experience in laboratory assess-

ment, together with field of com-
petence;

(7) Date of most recent updating of
record.

(e) Procedures for assessors. Assessors
shall be provided with an up-to-date set
of procedures giving assessment in-
structions and all relevant information
on accreditation arrangements.

§ 280.503 Accreditation process.

(a) Application for accreditation. (1) A
detailed description of the assessment
and accreditation procedure, the docu-
ments containing the requirements for
accreditation and documents describ-
ing the rights and duties of accredited
laboratories (including fees to be paid
by applicant and accredited labora-
tories) shall be maintained up-to-date
and given to applicant laboratories.

(2) Additional relevant information
shall be provided to applicant labora-
tories on request.

(3) A duly authorized representative
of the applicant laboratory shall be re-
quired to sign an official application
form, in which or attached to which

(i) The scope of the desired accredita-
tion is clearly defined;

(ii) The applicant’s representative
agrees to fulfill the accreditation pro-
cedure, especially to receive the assess-
ment team, to pay the fees charged to
the applicant laboratory whatever the
result of the assessment may be, and to
accept the charges of subsequent main-
tenance of the accreditation of the lab-
oratory;
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(iii) the applicant agrees to comply
with the requirements for accredita-
tion and to supply any information
needed for the evaluation of the labora-
tory.

(4)(i) The following minimum infor-
mation shall be provided by the appli-
cant laboratory prior to the on-site as-
sessment:

(A) The general features of the appli-
cant laboratory (corporate entity:
Name, address, legal status, human and
technical resources);

(B) General information concerning
the laboratory covered by the applica-
tion, such as primary function, rela-
tionship in a larger corporate entity
and, If applicable, physical location of
laboratories involved;

(C) A definition of the materials or
products tested, the methods used and
the tests performed;

(D) A copy of the laboratory’s quality
manual and, where required, the asso-
ciated documentation.

(ii) The information gathered shall
be used for the preparation of on-site
assessment and shall be treated with
appropriate confidentiality.

(b) Assessment. (1) An approved/recog-
nized accreditation body shall appoint
qualified assessor(s) to evaluate all ma-
terial collected from the applicant and
to conduct the assessment on its behalf
at the laboratory and any other sites
where activities to be covered by the
accreditation are performed.

(2) To ensure that a comprehensive
and correct assessment is carried out,
each assessor shall be provided with
the appropriate working documents.

(3) The date of assessment shall be
mutually agreed with the applicant
laboratory. The latter shall be in-
formed of the name(s) of the qualified
assessor(s) nominated to carry out the
assessment, with sufficient notice so
that the laboratory is given an oppor-
tunity to appeal against the appoint-
ment of any particular assessor.

(4) The assessor(s) shall be formally
appointed. A lead assessor shall be ap-
pointed, if relevant. The mandate given
to the assessor(s) shall be clearly de-
fined and made known to the applicant
laboratory.

(c) Sub-contracting of assessment. (1) If
an approved/recognized accreditation
body decides to delegate fully or par-

tially the assessment of a laboratory to
another body, then the accreditation
body shall take full responsibility for
such an assessment made on its behalf.

(2) An approved/recognized accredita-
tion body shall ensure that the party
to which assessment has been dele-
gated is approved/recognized by NIST.

(d) Assessment report. (1) An approved/
recognized accreditation body may
adopt reporting procedures that suit
its needs but as a minimum these pro-
cedures shall ensure that:

(i) A meeting takes place between the
assessor or assessment team and the
laboratory management prior to leav-
ing the laboratory at which the assess-
ment team provides a written or oral
report on the compliance of the appli-
cant laboratory with the accreditation
requirements;

(ii) The assessor or assessment team
provides the accreditation body with a
detailed assessment report containing
all relevant information concerning
the ability of the applicant laboratory
to comply with all of the accreditation
requirements, including any which
may come about from the results of
proficiency testing;

(iii) A report on the outcome of the
assessment is promptly brought to the
applicant laboratory’s notice by the ac-
creditation body, identifying any non-
compliances that have to be discharged
in order to comply with all of the ac-
creditation requirements. The labora-
tory shall be invited to present its
comments on this report and to de-
scribe the specific actions taken, or
planned to be taken within a defined
time, to remedy any non-compliances
with the accreditation requirements
identified during the assessment.

(2) The final report authorized by an
approved/recognized accreditation body
and submitted to the laboratory, if it is
different, shall include as a minimum:

(i) Date(s) of assessment(s);
(ii) The names of the person(s) re-

sponsible for the report;
(iii) The names and addresses of all

the laboratory sites assessed;
(iv) The assessed scope of accredita-

tion or reference thereto;
(v) comments of the assessor(s) or as-

sessment team on the compliance of
the applicant laboratory with the ac-
creditation requirements.
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(3) The reports shall take into consid-
eration:

(i) The technical qualification, expe-
rience and authority of the staff en-
countered, especially the persons re-
sponsible for the technical validity of
test reports or test certificates;

(ii) The adequacy of the internal or-
ganization and procedures adopted by
the applicant laboratory to give con-
fidence in the quality of its services,
the physical facilities, i.e., the environ-
ment and the calibration/test equip-
ment of the laboratory including main-
tenance and calibration having regard
to the volume of work undertaken;

(iii) Proficiency testing or other
interlaboratory comparison performed
by the applicant laboratory, the results
of this proficiency testing, and the use
of these results by the laboratory;

(iv) The actions taken to correct any
non-compliances identified at previous
assessments.

(e) Decision on accreditation. (1) The
decision whether or not to accredit a
laboratory shall be taken by an ap-
proved/recognized accreditation body
on the basis of the information gath-
ered during the accreditation process.

(2) An approved/recognized accredita-
tion body shall not delegate its respon-
sibility for granting, maintaining, ex-
tending, suspending or withdrawing ac-
creditation.

(f) Granting accreditation. (1) An ap-
proved/recognized accreditation body
shall transmit to each accredited lab-
oratory formal accreditation docu-
ments such as a letter or a certificate
signed by an officer who has been as-
signed such responsibility. These for-
mal accreditation documents shall per-
mit identification of—

(i) The name and address of the lab-
oratory that has been accredited;

(ii) The scope of the accreditation in-
cluding:

(A) The tests or types of test for
which accreditation has been granted;

(B) For tests, the materials or prod-
ucts tested, the methods used and the
tests performed;

(C) For specific tests for which ac-
creditation has been granted the meth-
ods used defined by written standards
or reference documents that have been
accepted by the accreditation body.

(iii) Where appropriate, the persons
recognized by the accreditation body as
being responsible for the test certifi-
cates or the test reports;

(iv) The term of accreditation which
shall be valid for a period not to exceed
three years;

(v) The accredited laboratory by a
unique number.

(2) An approved/recognized accredita-
tion body shall furnish notification to
NIST required by Subpart B of this
part.

(g) Surveillance and reassessment of ac-
credited laboratories. (1) An approved/
recognized accreditation body shall
have an established documented pro-
gram consistent with the accreditation
granted for carrying out periodic sur-
veillance and reassessment at suffi-
ciently close intervals to ensure that
its accredited laboratories continue to
comply with the accreditation require-
ments.

(2) Surveillance and reassessment
procedures shall be consistent with
those concerning the assessment of lab-
oratories as described in this Subpart.

(h) Proficiency testing. (1) The ap-
proved/recognized accreditation body
shall require each fastener testing lab-
oratory it accredits, and each labora-
tory which has applied to it for accred-
itation to participate in proficiency
testing comparable to that conducted
under Subpart C of this part by
NVLAP.

(2) Although an accreditation shall
not be granted or maintained only on
the basis of the results of proficiency
testing, accreditation shall not be
granted or maintained if required pro-
ficiency testing participation is unsat-
isfactory.

(i) Certificates or reports issued by ac-
credited laboratories. (1) An approved/
recognized accreditation body shall
normally allow an accredited labora-
tory to refer to its accreditation in test
reports and test certificates that con-
tain only the results of tests or types
of test for which accreditation is held.

(2) An approved/recognized accredita-
tion body shall have a policy that de-
fines the circumstances in which ac-
credited laboratories are permitted to
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include in test reports or test certifi-
cates, the results of tests for which ac-
creditation is not held and the results
of sub-contracted tests.

§ 280.504 Relationship between ap-
proved/recognized accreditation
body and laboratory.

(a) An approved/recognized accredita-
tion body shall have arrangements to
ensure that the laboratory and its rep-
resentatives afford such accommoda-
tion and co-operation as is necessary,
to enable the accreditation body to
verify compliance with the require-
ments for accreditation. These ar-
rangements shall include provision for
examination of documentation and ac-
cess to all testing areas, records and
personnel for the purposes of assess-
ment, surveillance, reassessment and
resolution of complaints.

(b) An approved/recognized accredita-
tion body shall require that an accred-
ited laboratory—

(1) At all times complies with the rel-
evant provisions of these regulations;

(2) Claims that it is accredited only
in respect of services for which it has
been granted accreditation and which
are carried out in accordance with
these conditions;

(3) Pays such fees as shall be deter-
mined by the accreditation body;

(4) Does not use its accreditation in
such a manner as to bring the accredi-
tation body into disrepute and does not
make any statement relevant to its ac-
creditation which the accreditation
body may consider misleading or unau-
thorized;

(5) Upon suspension or withdrawal of
its accreditation (however determined)
forthwith discontinues its use of all ad-
vertising matter that contains any ref-
erence thereto and return any certifi-
cates of accreditation to the accredita-
tion body;

(6) Does not use its accreditation to
state or imply any product approval by
the accreditation body or any agency
of the United States Government;

(7) Endeavors to ensure that no cer-
tificate or report nor any part thereof
is used in a misleading manner;

(8) In making reference to its accred-
itation status in communication media
such as advertising, brochures or other

documents, complies with the require-
ments of the accreditation body.

(c) Notification of change. (1) An ap-
proved/recognized accreditation body
shall have arrangements to ensure that
an accredited laboratory informs it
without delay of changes in any aspect
of the laboratory’s status or operation
that affects the laboratory’s:

(i) Legal, commercial or organiza-
tional status;

(ii) Organization and management,
e.g., key managerial staff;

(iii) Policies or procedures, where ap-
propriate;

(iv) Premises;
(v) Personnel, equipment, facilities,

working environment or other re-
sources, where significant;

(vi) Authorized signatories;
(vii) Or other such matters that may

affect the laboratory’s capability, or
scope of accredited activities, or com-
pliance with the requirements in this
document or any other relevant cri-
teria of competence specified by the ac-
creditation body.

(2) Upon receipt of due notice of any
intended changes relating to the re-
quirements of this document, the rel-
evant criteria of competence and any
other requirements prescribed by the
accreditation body, the accreditation
body shall ensure that the laboratory
carries out the necessary adjustments
to its procedures within such time, as
in the opinion of the body is reason-
able. The laboratory shall notify the
body when such adjustments have been
made.

(d) Directory of accredited laboratories.
An approved/recognized accreditation
body shall produce periodically but at
least annually a directory of accredited
laboratories describing the accredita-
tion granted.

Subpart G—Enforcement
§ 280.600 Scope.

Section 280.601 of this part lists defi-
nitions used in this part. Section
280.602 of this part specifies that failure
to take any action required by or tak-
ing any action prohibited by this part
constitutes a violation of this part.
Section 280.603 describes the penalties
that may be imposed for violations of
this part. Sections 280.605 through
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280.623 establish the procedures for im-
posing administrative penalties for vio-
lations of this part.

§ 280.601 Definitions used in this sub-
part.

The definitions in this § 280.601 apply
to this part.

Administrative law judge (ALJ). The
person authorized to conduct hearings
in administrative enforcement proceed-
ings brought under the Act.

Assistant Secretary. The Assistant
Secretary for Export Enforcement, Bu-
reau of Export Administration.

Department. The United States De-
partment of Commerce, specifically,
the Bureau of Export Administration,
NIST and the Patent and Trademark
Office.

Final decision. A decision or order as-
sessing a civil penalty or otherwise dis-
posing of or dismissing a case, which is
not subject to further review under
this part, but which is subject to col-
lection proceedings or judicial review
in an appropriate Federal district court
as authorized by law.

Initial decision. A decision of the ad-
ministrative law judge which is subject
to review by the Under Secretary for
Export Administration, but which be-
comes the final decision of the Depart-
ment in the absence of such an appeal.

Party. The Department and any per-
son named as a respondent under this
part.

Respondent. Any person named as the
subject of a charging letter, proposed
charging letter, or other order pro-
posed or issued under this part.

Under Secretary. The Under Secretary
for Export Administration, United
States Department of Commerce.

§ 280.602 Violations.
(a) Engaging in prohibited conduct. No

person may engage in any conduct pro-
hibited by or contrary to, or refrain
from engaging in any action required
by the Act, this part, or any order
issued thereunder.

(b) Causing, aiding, or abetting a viola-
tion. No person may cause or aid, abet,
counsel, command, induce, procure, or
permit the doing of any act prohibited,
or the omission of any act required, by
the Act, this part, or any order issued
thereunder.

(c) Solicitation and attempt. No person
may solicit or attempt a violation of
the Act, this part, or any order issued
thereunder.

(d) Conspiracy. No person may con-
spire or act in concert with one or
more persons in any manner or for any
purpose to bring about or to do any act
that constitutes a violation of the Act,
this part, or any order issued there-
under.

(e) Misrepresentation and concealment
of facts. No person may make any false
or misleading representation, state-
ment, or certification, or falsify or
conceal any material fact, either di-
rectly to NIST, or the Bureau of Ex-
port Administration, the Patent and
Trademark Office, or any official of
any other United States agency, or in-
directly through any other person:

(1) In the course of an investigation
or other action subject to the Act and
this part; or

(2) In connection with the prepara-
tion, submission, issuance, use, main-
tenance of a laboratory test report,
certificate of conformance as described
in §§ 280.5 and 280.6 of this part; or

(3) In connection with any applica-
tion for laboratory accreditation as de-
scribed in § 280.205 of this part; or

(4) In connection with an application
to be an accreditation body as de-
scribed in § 280.301 of this part.

(f) Falsification of test report. No per-
son shall falsify or make any false or
misleading statement on or in connec-
tion with a laboratory test report re-
quired by section 5(c) of the Act or
§ 280.6 of this part.

(g) Falsification of certificate of con-
formance. No person shall falsify or
make any false or misleading state-
ment on or in connection with a cer-
tificate of conformance required by
§ 280.5 of this part.

(h) Falsification of documents relating
to laboratory accreditation or accredita-
tion bodies. No person shall falsify or
make any false or misleading state-
ment on or in connection with any doc-
ument relating to laboratory accredi-
tation or approval or recognition of ac-
creditation bodies as required by sec-
tions 6(a) or 6(b) of the Act or this part.

(i) Use of another person’s recorded in-
signia. No person may apply an insignia
to a fastener if the Commissioner has
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issued a certificate of recordal (as de-
scribed in § 280.712 of this part) for that
insignia to another person without
written permission from the person to
whom the certificate was issued.

(j) False claim of laboratory accredita-
tion or accreditation body. No person
shall falsely claim to be an accredited
laboratory or approved or recognized
accreditation body as described in sec-
tion 6 of the Act or subparts B, C, D,
and E of this part.

§ 280.603 Penalties, remedies, and
sanctions.

(a) Civil remedies. The Attorney Gen-
eral may bring an action in an appro-
priate United States district court for
declaratory and injunctive relief
against any person who violates the
Act or any regulation issued there-
under. Such action may not be brought
more than 10 years after the cause of
action accrues.

(b) Civil penalties. Any person who is
determined, after notice and oppor-
tunity for a hearing, to have violated
the Act or any regulation issued there-
under shall be liable to the United
States for a civil penalty of not more
than $25,000 for each violation.

(c) Criminal penalties. (1) Whoever
knowingly certifies, marks, offers for
sale, or sells a fastener in violation of
the Act or a regulation issued there-
under shall be fined under title 18,
United States Code, or imprisoned not
more than 5 years, or both.

(2) Whoever intentionally fails to
maintain records relating to a fastener
in violation of the Act or a regulation
issued thereunder shall be fined under
title 18, United States Code, or impris-
oned not more than five years or both.

(3) Whoever negligently fails to
maintain records relating to a fastener
in violation of the Act or a regulation
issued thereunder shall be fined under
title 18, United States Code, or impris-
oned not more than two years or both.

§ 280.604 Administrative enforcement
proceedings.

Sections 280.605 through 280.623 set
forth the procedures for imposing ad-
ministrative penalties for violations of
the Act and Fastener Quality Regula-
tions (FQR).

§ 280.605 Institution of administrative
enforcement proceedings.

(a) Charging letters. The Director of
the Office of Export Enforcement
(OEE) may begin administrative en-
forcement proceedings under this part
by issuing a charging letter. The charg-
ing letter shall constitute the formal
complaint and will state that there is
reason to believe that a violation of
this part has occurred. It will set forth
the essential facts about each alleged
violation, refer to the specific regu-
latory or other provisions involved,
and give notice of the sanctions avail-
able under the Act and this part. The
charging letter will inform the re-
spondent that failure to answer the
charges as provided in § 280.608 of this
part will be treated as a default under
§ 280.609 of this part, that the respond-
ent is entitled to a hearing if a written
demand for one is requested with the
answer, and that the respondent may
be represented by counsel, or by other
authorized representative. A copy of
the charging letter shall be filed with
the administrative law judge, which
filing shall toll the running of the ap-
plicable statute of limitations. Charg-
ing letters may be amended or supple-
mented at any time before an answer is
filed, or, with permission of the admin-
istrative law judge, afterwards. The
Department may unilaterally withdraw
charging letters at any time, by notify-
ing the respondent and the administra-
tive law judge.

(b) Notice of issuance of charging letter
instituting administrative enforcement
proceeding. A respondent shall be noti-
fied of the issuance of a charging let-
ter, or any amendment or supplement
thereto:

(1) By mailing a copy by registered or
certified mail addressed to the respond-
ent at the respondent’s last known ad-
dress;

(2) By leaving a copy with the re-
spondent or with an officer, a manag-
ing or general agent, or any other
agent authorized by appointment or by
law to receive service of process for the
respondent; or

(3) By leaving a copy with a person of
suitable age and discretion who resides
at the respondent’s last known dwell-
ing.
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(4) Delivery of a copy of the charging
letter, if made in the manner described
in paragraph (b)(2) or (3) of this sec-
tion, shall be evidenced by a certificate
of service signed by the person making
such service, stating the method of
service and the identity of the person
with whom the charging letter was
left. The certificate of service shall be
filed with the administrative law
judge.

(c) Date. The date of service of notice
of the issuance of a charging letter in-
stituting an administrative enforce-
ment proceeding, or service of notice of
the issuance of a supplement or amend-
ment to a charging letter, is the date
of its delivery, or of its attempted de-
livery if delivery is refused.

§ 280.606 Representation.
A respondent individual may appear

and participate in person, a corpora-
tion by a duly authorized officer or em-
ployee, and a partnership by a partner.
If a respondent is represented by coun-
sel, counsel shall be a member in good
standing of the bar of any State, Com-
monwealth or Territory of the United
States, or of the District of Columbia,
or be licensed to practice law in the
country in which counsel resides if not
the United States. A respondent per-
sonally, or through counsel or other
representative who has the power of at-
torney to represent the respondent,
shall file a notice of appearance with
the administrative law judge. The De-
partment will be represented by the Of-
fice of Chief Counsel for Export Admin-
istration, U.S. Department of Com-
merce.

§ 280.607 Filing and service of papers
other than charging letter.

(a) Filing. All papers to be filed shall
be addressed to ‘‘FQA Administrative
Enforcement Proceedings,’’ at the ad-
dress set forth in the charging letter,
or such other place as the administra-
tive law judge may designate. Filing by
United States mail, first class postage
prepaid, by express or equivalent parcel
delivery service, or by hand delivery, is
acceptable. Filing by mail from a for-
eign country shall be by airmail. In ad-
dition, the administrative law judge
may authorize filing of papers by fac-

simile or other electronic means, pro-
vided that a hard copy of any such
paper is subsequently filed. A copy of
each paper filed shall be simulta-
neously served on each party.

(b) Service. Service shall be made by
personal delivery or by mailing one
copy of each paper to each party in the
proceeding. Service by delivery service
or facsimile, in the manner set forth in
paragraph (a) of this section, is accept-
able. Service on the Department shall
be addressed to the Chief Counsel for
Export Administration, Room H–3839,
U.S. Department of Commerce, 14th
Street and Constitution Avenue, NW.,
Washington, DC. 20230. Service on a re-
spondent shall be to the address to
which the charging letter was sent or
to such other address as respondent
may provide. When a party has ap-
peared by counsel or other representa-
tive, service on counsel or other rep-
resentative shall constitute service on
that party.

(c) Date. The date of filing or service
is the day when the papers are depos-
ited in the mail or are delivered in per-
son, by delivery service, or by fac-
simile.

(d) Certificate of service. A certificate
of service signed by the party making
service, stating the date and manner of
service, shall accompany every paper,
other than the charging letter, filed
and served on parties.

(e) Computing period of time. In com-
puting any period of time prescribed or
allowed by this part or by order of the
administrative law judge or the Under
Secretary, the day of the act, event, or
default from which the designated pe-
riod of time begins to run is not to be
included. The last day of the period so
computed is to be included unless it is
a Saturday, a Sunday, or a legal holi-
day (as defined in Rule 6(a) of the Fed-
eral Rules of Civil Procedure), in which
case the period runs until the end of
the next day which is neither a Satur-
day, a Sunday, nor a legal holiday. In-
termediate Saturdays, Sundays, and
legal holidays are excluded from the
computation when the period of time
prescribed or allowed is seven days or
less.
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§ 280.608 Answer and demand for
hearing.

(a) When to answer. The respondent
must answer the charging letter within
30 days after being served with notice
of the issuance of a charging letter in-
stituting an administrative enforce-
ment proceeding, or within 30 days of
notice of any supplement or amend-
ment to a charging letter, unless time
is extended under § 280.618 of this part.

(b) Contents of answer. The answer
must be responsive to the charging let-
ter and must fully set forth the nature
of the respondent’s defense or defenses.
The answer must admit or deny specifi-
cally each separate allegation of the
charging letter; if the respondent is
without knowledge, the answer must so
state and will operate as a denial. Fail-
ure to deny or controvert a particular
allegation will be deemed an admission
of that allegation. The answer must
also set forth any additional or new
matter the respondent believes sup-
ports a defense or claim of mitigation.
Any defense or partial defense not spe-
cifically set forth in the answer shall
be deemed waived, and evidence there-
on may be refused, except for good
cause shown.

(c) Demand for hearing. If the respond-
ent desires a hearing, a written demand
for one must be submitted with the an-
swer. Any demand by the Department
for a hearing must be filed with the ad-
ministrative law judge within 30 days
after service of the answer. Failure to
make a timely written demand for a
hearing shall be deemed a waiver of the
party’s right to a hearing, except for
good cause shown. If no party demands
a hearing, the matter will go forward
in accordance with the procedures set
forth in § 280.617 of this part.

(d) English language required. The an-
swer, all other papers, and all docu-
mentary evidence must be submitted in
English, or translations into English
must be filed and served at the same
time.

§ 280.609 Default.
(a) General. Failure of the respondent

to file an answer within the time pro-
vided constitutes a waiver of the re-
spondent’s right to appear and contest
the allegations in the charging letter.
In such event, the administrative law

judge, on the Department’s motion and
without further notice to the respond-
ent, shall find the facts to be as alleged
in the charging letter and render an
initial decision containing findings of
fact and appropriate conclusions of law
and issue an initial decision and order
imposing appropriate sanctions. The
decision and order may be appealed to
the Under Secretary in accordance
with the applicable procedures set
forth in § 280.623 of this part.

(b) Petition to set aside default—(1)
Procedure. Upon petition filed by a re-
spondent against whom a default order
has been issued, which petition is ac-
companied by an answer meeting the
requirements of 280.608(b) of this part,
the Under Secretary may, after giving
all parties an opportunity to comment,
and for good cause shown, set aside the
default and vacate the order entered
thereon and remand the matter to the
administrative law judge for further
proceedings.

(2) Time limits. A petition under this
section must be made within one year
of the date of entry of the order which
the petition seeks to have vacated.

§ 280.610 Summary decision.

At any time after a proceeding has
been initiated, a party may move for a
summary decision disposing of some or
all of the issues. The administrative
law judge may render an initial deci-
sion and issue an order if the entire
record shows, as to the issue(s) under
consideration:

(a) That there is no genuine issue as
to any material fact; and

(b) That the moving party is entitled
to a summary decision as a matter of
law.

§ 280.611 Discovery.

(a) General. The parties are encour-
aged to engage in voluntary discovery
regarding any matter, not privileged,
which is relevant to the subject matter
of the pending proceeding. The provi-
sions of the Federal Rules of Civil Pro-
cedure relating to discovery apply to
the extent consistent with this part
and except as otherwise provided by
the administrative law judge or by
waiver or agreement of the parties. The
administrative law judge may make
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any order which justice requires to pro-
tect a party or person from annoyance,
embarrassment, oppression, or undue
burden or expense. These orders may
include limitations on the scope, meth-
od, time and place of discovery, and
provisions for protecting the confiden-
tiality of classified or otherwise sen-
sitive information.

(b) Interrogatories and requests for ad-
mission or production of documents. A
party may serve on any party interrog-
atories, requests for admission, or re-
quests for production of documents for
inspection and copying, and a party
concerned may apply to the adminis-
trative law judge for such enforcement
or protective order as that party deems
warranted with respect to such discov-
ery. The service of a discovery request
shall be made at least 20 days before
the scheduled date of the hearing un-
less the administrative law judge speci-
fies a shorter time period. Copies of in-
terrogatories, requests for admission
and requests for production of docu-
ments and responses thereto shall be
served on all parties, and a copy of the
certificate of service shall be filed with
the administrative law judge. Matters
of fact or law of which admission is re-
quested shall be deemed admitted un-
less, within a period designated in the
request (at least 10 days after service,
or within such additional time as the
administrative law judge may allow),
the party to whom the request is di-
rected serves upon the requesting party
a sworn statement either denying spe-
cifically the matters of which admis-
sion is requested or setting forth in de-
tail the reasons why the party to whom
the request is directed cannot truth-
fully either admit or deny such mat-
ters.

(c) Depositions. Upon application of a
party and for good cause shown, the ad-
ministrative law judge may order the
taking of the testimony of any person
by deposition and the production of
specified documents or materials by
the person at the deposition. The appli-
cation shall state the purpose of the
deposition and set forth the facts
sought to be established through the
deposition.

(d) Enforcement. The administrative
law judge may order a party to answer
designated questions, to produce speci-

fied documents or things or to take
any other action in response to a prop-
er discovery request. If a party does
not comply with such an order, the ad-
ministrative law judge may make a de-
termination or enter any order in the
proceeding as the ALJ deems reason-
able and appropriate. The ALJ may
strike related charges or defenses in
whole or in part or may take particular
facts relating to the discovery request
to which the party failed or refused to
respond as being established for pur-
poses of the proceeding in accordance
with the contentions of the party seek-
ing discovery. In addition, enforcement
by a district court of the United States
may be sought under section 9(b)(6) of
the Act.

§ 280.612 Subpoenas.

(a) Issuance. Upon the application of
any party, supported by a satisfactory
showing that there is substantial rea-
son to believe that the evidence would
not otherwise be available, the admin-
istrative law judge may issue subpoe-
nas requiring the attendance and testi-
mony of witnesses and the production
of such books, records or other docu-
mentary or physical evidence for the
purpose of the hearing, as the ALJ
deems relevant and material to the
proceedings, and reasonable in scope.
Witnesses summoned shall be paid the
same fees and mileage that are paid to
witnesses in the courts of the United
States. In case of contempt or refusal
to obey a subpoena served upon any
person pursuant to this paragraph, the
district court of the United States for
any district in which such person is
found, resides, or transacts business,
upon application by the United States
and after notice to such person, shall
have jurisdiction to issue an order re-
quiring such person to appear and give
testimony before the administrative
law judge or to appear and produce doc-
uments before the administrative law
judge, or both, and any failure to obey
such order of the court may be pun-
ished by such court as contempt there-
of.

(b) Service. Subpoenas issued by the
administrative law judge may be
served in any of the methods set forth
in § 280.607(b) of this part.
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(c) Timing. Applications for subpoe-
nas must be submitted at least 10 days
before the scheduled hearing or deposi-
tion, unless the administrative law
judge determines, for good cause
shown, that extraordinary cir-
cumstances warrant a shorter time.

§ 280.613 Matter protected against dis-
closure.

(a) Protective measures. The adminis-
trative law judge may limit discovery
or introduction of evidence or issue
such protective or other orders as in
the ALJ’s judgment may be needed to
prevent undue disclosure of classified
or sensitive documents or information.
Where the administrative law judge de-
termines that documents containing
the classified or sensitive matter need
to be made available to a party to
avoid prejudice, the ALJ may direct
that an unclassified and/or nonsen-
sitive summary or extract of the docu-
ments be prepared. The administrative
law judge may compare the extract or
summary with the original to ensure
that it is supported by the source docu-
ment and that it omits only so much as
must remain undisclosed. The sum-
mary or extract may be admitted as
evidence in the record.

(b) Arrangements for access. If the ad-
ministrative law judge determines that
this procedure is unsatisfactory and
that classified or otherwise sensitive
matter must form part of the record in
order to avoid prejudice to a party, the
administrative law judge may provide
the parties an opportunity to make ar-
rangements that permit a party or a
representative to have access to such
matter without compromising sen-
sitive information. Such arrangements
may include obtaining security clear-
ances or giving counsel for a party ac-
cess to sensitive information and docu-
ments subject to assurances against
further disclosure, including a protec-
tive order, if necessary.

§ 280.614 Prehearing conference.
(a) The administrative law judge, on

his or her own motion or on request of
a party, may direct the parties to par-
ticipate in a prehearing conference, ei-
ther in person or by telephone, to con-
sider:

(1) Simplification of issues;

(2) The necessity or desirability of
amendments to pleadings;

(3) Obtaining stipulations of fact and
of documents to avoid unnecessary
proof; or

(4) Such other matters as may expe-
dite the disposition of the proceedings.

(b) The administrative law judge may
order the conference proceedings to be
recorded electronically or taken by a
reporter, transcribed and filed with the
ALJ.

(c) If a prehearing conference is im-
practicable, the administrative law
judge may direct the parties to cor-
respond with the ALJ to achieve the
purposes of such a conference.

(d) The administrative law judge will
prepare a summary of any actions
agreed on or taken pursuant to this
section. The summary will include any
written stipulations or agreements
made by the parties.

§ 280.615 Hearings.
(a) Scheduling. The administrative

law judge, by agreement with the par-
ties or upon notice to all parties of not
less than 30 days, will schedule a hear-
ing. All hearings will be held in Wash-
ington, DC., unless the administrative
law judge determines, for good cause
shown, that another location would
better serve the interests of justice.

(b) Hearing procedure. Hearings will
be conducted in a fair and impartial
manner by the administrative law
judge, who may limit attendance at
any hearing or portion thereof to the
parties, their representatives and wit-
nesses if the administrative law judge
deems this necessary or advisable in
order to protect sensitive matter (see
§ 280.613 of this part) from improper dis-
closure. The rules of evidence prevail-
ing in courts of law do not apply, and
all evidentiary material deemed by the
administrative law judge to be relevant
and material to the proceeding and not
unduly repetitious will be received and
given appropriate weight.

(c) Testimony and record. Witnesses
will testify under oath or affirmation.
A verbatim record of the hearing and of
any other oral proceedings will be
taken by reporter or by electronic re-
cording, transcribed and filed with the
administrative law judge. A respondent
may examine the transcript and may
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obtain a copy by paying any applicable
costs. Upon such terms as the adminis-
trative law judge deems just, the ALJ
may direct that the testimony of any
person be taken by deposition and may
admit an affidavit or declaration as
evidence, provided that any affidavits
or declarations have been filed and
served on the parties sufficiently in ad-
vance of the hearing to permit a party
to file and serve an objection thereto
on the grounds that it is necessary that
the affiant or declarant testify at the
hearing and be subject to cross-exam-
ination.

(d) Failure to appear. If a party fails
to appear in person or by counsel at a
scheduled hearing, the hearing may
nevertheless proceed, and that party’s
failure to appear will not affect the va-
lidity of the hearing or any proceedings
or action taken thereafter.

§ 280.616 Interlocutory review of rul-
ings.

(a) At the request of a party, or on
the administrative law judge’s own ini-
tiative, the administrative law judge
may certify to the Under Secretary for
review a ruling that does not finally
dispose of a proceeding, if the adminis-
trative law judge determines that im-
mediate review may hasten or facili-
tate the final disposition of the matter.

(b) Upon certification to the Under
Secretary of the interlocutory ruling
for review, the parties will have 10 days
to file and serve briefs stating their po-
sitions, and five days to file and serve
replies, following which the Under Sec-
retary will decide the matter promptly.

§ 280.617 Proceeding without a hear-
ing.

If the parties have waived a hearing,
the case will be decided on the record
by the administrative law judge. Pro-
ceeding without a hearing does not re-
lieve the parties from the necessity of
proving the facts supporting their
charges or defenses. Affidavits or dec-
larations, depositions, admissions, an-
swers to interrogatories and stipula-
tions may supplement other documen-
tary evidence in the record. The admin-
istrative law judge will give each party
reasonable opportunity to file rebuttal
evidence.

§ 280.618 Procedural stipulations; ex-
tension of time.

(a) Procedural stipulations. Unless oth-
erwise ordered, a written stipulation
agreed to by all parties and filed with
the administrative law judge will mod-
ify any procedures established by this
part.

(b) Extension of time. (1) The parties
may extend any applicable time limita-
tion, by stipulation filed with the ad-
ministrative law judge before the time
limitation expires.

(2) The administrative law judge
may, on the judge’s own initiative or
upon application by any party, either
before or after the expiration of any
applicable time limitation, extend the
time within which to file and serve an
answer to a charging letter or do any
other act required by this part.

§ 280.619 Decision of the administra-
tive law judge.

(a) Predecisional matters. Except for
default proceedings under § 280.609 of
this part, the administrative law judge
will give the parties reasonable oppor-
tunity to submit the following, which
will be made a part of the record:

(1) Exceptions to any ruling by the
judge or to the admissibility of evi-
dence proffered at the hearing;

(2) Proposed findings of fact and con-
clusions of law;

(3) Supporting legal arguments for
the exceptions and proposed findings
and conclusions submitted; and

(4) A proposed order.
(b) Decision and order. After consider-

ing the entire record in the proceeding,
the administrative law judge will issue
a written initial decision. The decision
will include findings of fact, conclu-
sions of law, and findings as to whether
there has been a violation of the Act,
this part, or any order issued there-
under. If the administrative law judge
finds that the evidence of record is in-
sufficient to sustain a finding that a
violation has occurred with respect to
one or more charges, the ALJ shall
order dismissal of the charges in whole
or in part, as appropriate. If the admin-
istrative law judge finds that one or
more violations have been committed,
the ALJ may issue an order imposing
administrative sanctions, as provided
in this part. The decision and order
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shall be served on each party, and shall
become effective as the final decision
of the Department 30 days after serv-
ice, unless an appeal is filed in accord-
ance with § 280.623 of this part. In deter-
mining the amount of any civil penalty
the ALJ shall consider the nature, cir-
cumstances and gravity of the viola-
tion and, with respect to the person
found to have committed the violation,
the degree of culpability, any history
of prior violations, the effect on ability
to continue to do business, any good
faith attempt to achieve compliance,
ability to pay the penalty, and such
other matters as justice may require.

(c) Suspension of sanctions. Any order
imposing administrative sanctions
may provide for the suspension of the
sanction imposed, in whole or in part
and on such terms of probation or
other conditions as the administrative
law judge or the Under Secretary may
specify. Any suspension order may be
modified or revoked by the signing offi-
cial upon application by the Depart-
ment showing a violation of the proba-
tionary terms or other conditions,
after service on the respondent of no-
tice of the application in accordance
with the service provisions of § 280.607
of this part, and with such opportunity
for response as the responsible signing
official in his/her discretion may allow.
A copy of any order modifying or re-
voking the suspension shall also be
served on the respondent in accordance
with the provisions of § 280.607 of this
part.

§ 280.620 Settlement.

(a) Cases may be settled before service of
a charging letter. In cases in which set-
tlement is reached before service of a
charging letter, a proposed charging
letter will be prepared, and a settle-
ment proposal consisting of a settle-
ment agreement and order will be sub-
mitted to the Assistant Secretary for
approval and signature. If the Assist-
ant Secretary does not approve the
proposal, he/she will notify the parties
and the case will proceed as though no
settlement proposal had been made. If
the Assistant Secretary approves the
proposal, he/she will issue an appro-
priate order, and no action will be re-
quired by the administrative law judge.

(b) Cases may also be settled after serv-
ice of a charging letter. (1) If the case is
pending before the administrative law
judge, the ALJ shall stay the proceed-
ings for a reasonable period of time,
usually not to exceed 30 days, upon no-
tification by the parties that they have
entered into good faith settlement ne-
gotiations. The administrative law
judge may, in his/her discretion, grant
additional stays. If settlement is
reached, a proposal will be submitted
to the Assistant Secretary for approval
and signature. If the Assistant Sec-
retary approves the proposal, he/she
will issue an appropriate order, and no-
tify the administrative law judge that
the case is withdrawn from adjudica-
tion. If the Assistant Secretary does
not approve the proposal, he/she will
notify the parties and the case will pro-
ceed to adjudication by the administra-
tive law judge as though no settlement
proposal had been made.

(2) If the case is pending before the
Under Secretary under § 280.623 of this
part, the parties may submit a settle-
ment proposal to the Under Secretary
for approval and signature. If the
Under Secretary approves the proposal,
he/she will issue an appropriate order.
If the Under Secretary does not ap-
prove the proposal, the case will pro-
ceed to final decision in accordance
with Section 280.623 of this part, as ap-
propriate.

(c) Any order disposing of a case by
settlement may suspend the adminis-
trative sanction imposed, in whole or
in part, on such terms of probation or
other conditions as the signing official
may specify. Any such suspension may
be modified or revoked by the signing
official, in accordance with the proce-
dures set forth in § 280.619(c) of this
part.

(d) Any respondent who agrees to an
order imposing any administrative
sanction does so solely for the purpose
of resolving the claims in the adminis-
trative enforcement proceeding
brought under this part. This reflects
the fact that the Department has nei-
ther the authority nor the responsibil-
ity for instituting, conducting, set-
tling, or otherwise disposing of crimi-
nal proceedings. That authority and re-
sponsibility is vested in the Attorney
General and the Department of Justice.
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(e) Cases that are settled may not be
reopened or appealed.

§ 280.621 Reopening.
The respondent may petition the ad-

ministrative law judge within one year
of the date of the final decision, except
where the decision arises from a de-
fault judgment or from a settlement,
to reopen an administrative enforce-
ment proceeding to receive any rel-
evant and material evidence which was
unknown or unobtainable at the time
the proceeding was held. The petition
must include a summary of such evi-
dence, the reasons why it is deemed
relevant and material, and the reasons
why it could not have been presented
at the time the proceedings were held.
The administrative law judge will
grant or deny the petition after provid-
ing other parties reasonable oppor-
tunity to comment. If the proceeding is
reopened, the administrative law judge
may make such arrangements as the
ALJ deems appropriate for receiving
the new evidence and completing the
record. The administrative law judge
will then issue a new initial decision
and order, and the case will proceed to
final decision and order in accordance
with § 280.623 of this part.

§ 280.622 Record for decision and
availability of documents.

(a) General. The transcript of hear-
ings, exhibits, rulings, orders, all pa-
pers and requests filed in the proceed-
ings and, for purposes of any appeal
under § 280.623 of this part, the decision
of the administrative law judge and
such submissions as are provided for by
§ 280.623 of this part, will constitute the
record and the exclusive basis for deci-
sion. When a case is settled after the
service of a charging letter, the record
will consist of any and all of the fore-
going, as well as the settlement agree-
ment and the order. When a case is set-
tled before service of a charging letter,
the record will consist of the proposed
charging letter, the settlement agree-
ment and the order.

(b) Restricted access. On the adminis-
trative law judge’s own motion, or on
the motion of any party, the adminis-
trative law judge may direct that there
be a restricted access portion of the
record for any material in the record to

which public access is restricted by law
or by the terms of a protective order
entered in the proceedings. A party
seeking to restrict access to any por-
tion of the record is responsible for
submitting, at the time specified in
§ 280.622(c)(2) of this part, a version of
the document proposed for public
availability that reflects the requested
deletion. The restricted access portion
of the record will be placed in a sepa-
rate file and the file will be clearly
marked to avoid improper disclosure
and to identify it as a portion of the of-
ficial record in the proceedings. The
administrative law judge may act at
any time to permit material that be-
comes declassified or unrestricted
through passage of time to be trans-
ferred to the unrestricted access por-
tion of the record.

(c) Availability of documents—(1)
Scope. All charging letters, answers,
initial decisions, and orders disposing
of a case will be made available for
public inspection in the BXA Freedom
of Information Records Inspection Fa-
cility, U.S. Department of Commerce,
Room H–6624, 14th Street and Pennsyl-
vania Avenue, NW, Washington, DC
20230. The complete record for decision,
as defined in paragraphs (a) and (b) of
this section will be made available on
request.

(2) Timing. Documents are available
immediately upon filing, except for
any portion of the record for which a
request for segregation is made. Par-
ties that seek to restrict access to any
portion of the record under paragraph
(b) of this section must make such a re-
quest, together with the reasons sup-
porting the claim of confidentiality, si-
multaneously with the submission of
material for the record.

§ 280.623 Appeals.

(a) Grounds. A party may appeal to
the Under Secretary from an order dis-
posing of a proceeding or an order de-
nying a petition to set aside a default
or a petition for reopening, on the
grounds:

(1) That a necessary finding of fact is
omitted, erroneous or unsupported by
substantial evidence of record;

(2) That a necessary legal conclusion
or finding is contrary to law;
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(3) That prejudicial procedural error
occurred; or

(4) That the decision or the extent of
sanctions is arbitrary, capricious or an
abuse of discretion. The appeal must
specify the grounds on which the ap-
peal is based and the provisions of the
order from which the appeal is taken.

(b) Filing of appeal. An appeal from an
order must be filed with the Office of
the Under Secretary for Export Admin-
istration, Bureau of Export Adminis-
tration, U.S. Department of Commerce,
Room H–3898, 14th Street and Constitu-
tion Avenue, NW., Washington, DC
20230, within 30 days after service of
the order appealed from. If the Under
Secretary cannot act on an appeal for
any reason, the Under Secretary will
designate another Department of Com-
merce official to receive and act on the
appeal.

(c) Effect of appeal. The filing of an
appeal shall not stay the operation of
any order, unless the order by its ex-
press terms so provides or unless the
Under Secretary, upon application by a
party and with opportunity for re-
sponse, grants a stay.

(d) Appeal procedure. The Under Sec-
retary normally will not hold hearings
or entertain oral argument on appeals.
A full written statement in support of
the appeal must be filed with the ap-
peal and be simultaneously served on
all parties, who shall have 30 days from
service to file a reply. At his/her discre-
tion, the Under Secretary may accept
new submissions, but will not ordi-
narily accept those submissions filed
more than 30 days after the filing of
the reply to the appellant’s first sub-
mission.

(e) Decisions. The decision will be in
writing and will be accompanied by an
order signed by the Under Secretary
giving effect to the decision. The order
may either dispose of the case by af-
firming, modifying or reversing the
order of the administrative law judge
or may refer the case back to the ad-
ministrative law judge for further pro-
ceedings.

(f) Delivery. The final decision and
implementing order shall be served on
the parties and will be publicly avail-
able in accordance with § 280.622 of this
part.

(g) Judicial review. The charged party
may appeal the Under Secretary’s writ-
ten order within 30 days to the appro-
priate United States District Court
pursuant to section 9(b)(3) of the Act
(15 U.S.C. 5408(b)(3)) by filing a notice
of appeal in such court within 30 days
from the date of such order and by si-
multaneously sending a copy of such
notice by certified mail to the Chief
Counsel for Export Administration,
Room H–3839, U.S. Department of Com-
merce, 14th Street and Constitution
Avenue, NW., Washington, DC 20230.
The findings and order of the Under
Secretary shall be set aside by such
court if they are found to be unsup-
ported by substantial evidence, as pro-
vided in section 706(2) of title 5 United
States Code.

Subpart H—Recordal of Insignia

§ 280.700 Recorded insignia required
prior to offer for sale.

(a) Any manufacturer or private label
distributor of a fastener must, prior to
any sale or offer for sale of any fas-
tener which is required by the stand-
ards and specifications by which it is
manufactured to bear a raised or de-
pressed insignia identifying its manu-
facturer or private label distributor,
apply for and record an insignia to be
applied to any fastener which is to be
sold or offered for sale to ensure that
each fastener may be traced to its
manufacturer or private label distribu-
tor.

(b) The manufacturer’s or private
label distributor’s insignia must be ap-
plied to any fastener which is sold or
offered for sale if such fastener is re-
quired by the standards and specifica-
tion by which it is manufactured to
bear a raised or depressed insignia
identifying its manufacturer or private
label distributor. If the fastener has no
head, the insignia must be applied to
another surface area in a legible man-
ner.

(c) The insignia must be applied
through a raised or depressed impres-
sion. The insignia must be readable
with no greater than 10x magnifica-
tion.
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THE WRITTEN APPLICATION

§ 280.710 Applications for insignia.

(a) Each manufacturer or private
label distributor must submit a written
application for recordal of an insignia
on the Fastener Insignia Register
along with the prescribed fee. The ap-
plication must be in a form prescribed
by the Commissioner.

(b) The written application must be
in the English language and must in-
clude the following:

(1) The name of the applicant;
(2) The address of the applicant;
(3) The entity, domicile, and state of

incorporation, if applicable, of the ap-
plicant;

(4) Either:
(i) A request for recordal and

issuance of a unique alphanumeric des-
ignation by the Commissioner, or

(ii) A request for recordal of a trade-
mark, which is the subject of either a
duly filed application or a registration
for fasteners in the name of the appli-
cant in the U.S. Patent and Trademark
Office on the Principal Register, indi-
cating the application serial number or
registration number and accompanied
by a copy of the drawing page of the
application or a copy of the registra-
tion;

(5) A statement that the applicant
will comply with the applicable provi-
sions of the Fastener Quality Act;

(6) A statement that the person sign-
ing the application on behalf of the ap-
plicant has personal knowledge of the
facts relevant to the application and
that the person possesses the authority
to act on behalf of the applicant;

(7) A verification stating that the
person signing declares under penalty
of perjury under the laws of the United
States of America that the information
and statements included in the applica-
tion are true and correct; and

(8) The application fee.
(c) An applicant may designate only

one registered trademark for recordal
on the Fastener Insignia Register in a
single application. The trademark ap-
plication or registration which forms
the basis for the fastener recordal must
be in active status, that is a pending
application or a registration which is
not expired, abandoned or canceled, at

the time of the application for
recordal.

(d) Applications and other documents
should be addressed to: Box Fastener,
Commissioner of Patents and Trade-
marks, Washington DC 20231.

§ 280.711 Review of the application.

The Commissioner will review the
application for compliance with
§ 280.710. If the application does not
contain one or more of the elements re-
quired by § 280.710, the Commissioner
will not issue a certificate of recordal,
and will return the papers and fees.
The Commissioner will notify the ap-
plicant of any defect in the applica-
tion. Applications for recordal of an in-
signia may be re-submitted to the
Commissioner at any time.

§ 280.712 Certificate of recordal.

If the application complies with the
requirements of § 280.710, the Commis-
sioner shall accept the application and
issue a certificate of recordal. Such
certificate shall be issued in the name
of the United States of America, under
the seal of the Patent and Trademark
Office, and a record shall be kept in the
Patent and Trademark Office. The cer-
tificate of recordal shall display the re-
corded insignia of the applicant, and
state the name, address, legal entity
and domicile of the applicant, as well
as the date of issuance of such certifi-
cate.

§ 280.713 Recordal of additional insig-
nia.

(a) A manufacturer or private label
distributor to whom the Commissioner
has issued an alphanumeric designa-
tion may apply for recordal of its
trademark for fasteners if the trade-
mark is the subject of a duly filed ap-
plication or is registered in the U.S.
Patent and Trademark Office on the
Principal Register. Upon recordal, ei-
ther the alphanumeric designation or
the registered mark, or both, may be
used as recorded insignias.

(b) A manufacturer or private label
distributor for whom the Commissioner
has recorded a trademark as its fas-
tener insignia, may apply for issuance
and recordal of an alphanumeric des-
ignation as a fastener insignia. Upon
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recordal, either the alphanumeric des-
ignation or the trademark, or both,
may be used as recorded insignias.

POST-RECORDAL MAINTENANCE

§ 280.720 Maintenance of the certifi-
cate of recordal.

(a) Certificates of recordal remain in
an active status for five years and may
be maintained in an active status for
five-year periods running consecutively
from the date of issuance of the certifi-
cate of recordal upon compliance with
the requirements of § 280.720(c).

(b) Maintenance applications shall be
required only if the holder of the cer-
tificate of recordal is a manufacturer
or private label distributor at the time
the maintenance application is re-
quired.

(c) Certificates of recordal will be
designated as inactive unless, within
six months prior to the expiration of
each five-year period running consecu-
tively from the date of issuance, the
certificate holder files the prescribed
maintenance fee and the maintenance
application. The maintenance applica-
tion must be in the English language
and must include the following:

(1) The name of the applicant;
(2) The address of the applicant;
(3) The entity, domicile, and state of

incorporation, if applicable, of the ap-
plicant;

(4) A copy of applicant’s certificate of
recordal;

(5) A statement that the applicant
will comply with the applicable provi-
sions of the Fastener Quality Act;

(6) A statement that the person sign-
ing the application on behalf of the ap-
plicant has knowledge of the facts rel-
evant to the application and that the
person possesses the authority to act
on behalf of the applicant;

(7) A verification stating that the
person signing declares under penalty
of perjury under the laws of the United
States of America that the information
and statements included in the applica-
tion are true and correct; and

(8) The maintenance application fee.
(d) Where no maintenance applica-

tion is timely filed, a certificate of
recordal will be designated inactive.
However, such certificate may be des-
ignated active if the certificate holder
files the prescribed maintenance fee

and application and the additional sur-
charge within six months following the
expiration of the certificate of
recordal.

(e) After the six-month period follow-
ing the expiration of the certificate of
recordal, the certificate of recordal
shall be deemed active only if the cer-
tificate holder files a new application
for recordal with the prescribed fee for
obtaining a fastener insignia and at-
taches a copy of the expired certificate
of recordal.

(f) A separate maintenance applica-
tion and fee must be filed and paid for
each recorded insignia.

§ 280.721 Notification of changes of ad-
dress.

The applicant or the holder of a cer-
tificate of recordal shall notify the
Commissioner of any change of address
or change of name no later than six
months after the change. The holder
must do so whether the certificate of
recordal is in an active or inactive sta-
tus.

§ 280.722 Transfer or amendment of
the certificate of recordal.

(a) The certificate of recordal cannot
be transferred or assigned.

(b) The certificate of recordal may be
amended only to show a change of
name or change of address.

§ 280.723 Transfer or assignment of the
trademark registration or recorded
insignia.

(a) A trademark application or reg-
istration which forms the basis of a
fastener recordal may be transferred or
assigned. Any transfer or assignment
of such an application or registration
shall be recorded in the Patent and
Trademark Office within three months
of the transfer or assignment. A copy
of such transfer or assignment must
also be sent to: Box Fastener, Commis-
sioner of Patents and Trademarks,
Washington, DC 20231.

(b) Upon transfer or assignment of a
trademark application or registration
which forms the basis of a certificate of
recordal, the Commissioner shall des-
ignate the certificate of recordal as in-
active. The certificate of recordal shall
be deemed inactive as of the effective
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date of the transfer or assignment. Cer-
tificates of recordal designated inac-
tive due to transfer or assignment of a
trademark application or registration
cannot be reactivated.

(c) An assigned trademark applica-
tion or registration may form the basis
for a new application for recordal of a
fastener insignia.

(d) A fastener insignia consisting of
an alphanumeric designation issued by
the Commissioner can be transferred or
assigned.

(e) Upon transfer or assignment of an
alphanumeric designation, the Com-
missioner shall designate such alpha-
numeric designation as inactive. The
alphanumeric designation shall be
deemed inactive as of the effective date
of the transfer or assignment. Alpha-
numeric designations which are des-
ignated inactive due to transfer or as-
signment may be reactivated upon ap-
plication by the assignee of such alpha-
numeric designation. Such application
must meet all the requirements of
§ 280.710 and must include a copy of the
pertinent portions of the document as-
signing rights in the alphanumeric des-
ignation. Such application must be
filed within six months of the date of
assignment.

§ 280.724 Change in status of trade-
mark registration or amendment of
the trademark.

(a) The Commissioner shall designate
the certificate of recordal as inactive,
upon:

(1) Issuance of a final decision on ap-
peal which refuses registration of the
application which formed the basis for
the certificate of recordal; or

(2) Abandonment of the application
which formed the basis for the certifi-
cate of recordal; or

(3) Cancellation or expiration of the
trademark registration which formed
the basis of the certificate of recordal.

(b) Any amendment of the mark in a
trademark application or registration
which forms the basis for a certificate
of recordal will result in such certifi-
cate of recordal being designated inac-
tive. The certificate of recordal shall
become inactive as of the date of the
amendment of the trademark. A new
application for recordal of the amended
trademark application or registration

may be submitted to the Commissioner
at any time.

(c) Certificates of recordal designated
inactive due to cancellation, expira-
tion, abandonment or amendment of
the trademark application or registra-
tion cannot be reactivated.

§ 280.725 Cumulative listing of
recordal information.

The Commissioner shall maintain a
record of the names, current addresses,
and legal entities of all recorded manu-
facturers and private label distributors
and their recorded insignia.

§ 280.726 Records and files of the Pat-
ent and Trademark Office.

The records relating to fastener in-
signia shall be open to public inspec-
tion. Copies of any such records may be
obtained upon request and payment of
the fee set by the Commissioner.
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